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GERMS, VIRUSES, AND SECRETS: THE SILENT 
PROLIFERATION OF BIO-LABORATORIES IN 
THE UNITED STATES 


THURSDAY, OCTOBER 4, 2007 

House of Representatives, 

Subcommittee on Oversight and Investigations, 

Committee on Energy and Commerce, 

Washington, DC. 

The subcommittee met, pursuant to call, at 10:05 a.m., in room 
2123 of the Rayburn House Office Building, Hon. Bart Stupak 
(chairman) presiding. 

Members present: Representatives Stupak, DeGette, Green, Ins- 
lee, Burgess, Blackburn, and Barton. 

Staff present: John Sopko, John Arlington, Paul Jung, Scott 
Schloegel, Kyle Chapman, Kristen Carpenter, Peter Spencer, and 
Alan Slobodin. 

OPENING STATEMENT OF HON. BART STUPAK, A REPRESENT- 
ATIVE IN CONGRESS FROM THE STATE OF MICHIGAN 

Mr. Stupak. Today we have a hearing on Germs, Viruses, and 
Secrets: The Silent Proliferation of Bio-Laboratories in the United 
States. Each Member will be recognized for 5 minutes for an open- 
ing statement. I will begin. 

This is the first of what will likely be several hearings this com- 
mittee intends to hold to examine the risk associated with the re- 
cent proliferation of high-containment biological research labora- 
tories. Today’s hearing is focused on high-contaminate bio-labora- 
tories known as BSL-3 and BSL-4 labs in the United States. We 
anticipate a future hearing will examine the proliferation of high- 
containment labs outside of the United States. Another hearing 
will examine the Department of Homeland Security’s plan to close 
Plum Island Animal Disease Center and build a new $500 million 
animal research facility elsewhere, including a new BSL-4 lab. 

Our hearing today will focus on the risk associated with the re- 
cent increase of domestic BSL-3 and BSL-4 labs. These BSL-3 and 
4 labs are the facilities where research is conducted on highly in- 
fectious viruses and bacteria that can cause injury or death. Some 
of the world’s most exotic and most dangerous diseases are handled 
at BSL-3 and 4 labs, including anthrax, foot-and-mouth disease 
and Ebola fever. The accidental or deliberate release of some of the 
biological agents handled at these labs could have catastrophic con- 
sequences. Yet, as we will hear from the Government Accountabil- 
ity Office, GAO, no single Government agency has the ultimate re- 
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sponsibility for ensuring the safety and securing of these high-con- 
tainment labs. However, GAO states there is a major expansion of 
the number of BSL laboratories is occurring both in United States 
and abroad but the full extent of that expansion is unknown. 

No one in the Federal Government even knows for sure how 
many of these labs there are in the United States, much less what 
research they are doing or whether they are safe and secure. 

What we do know is that the Federal Government has been fund- 
ing the proliferation of these labs on an unprecedented scale. For 
the past 5 years, the NIH has spent more than $1 billion on the 
construction of new BSL-3 and BSL-4 labs. Given the serious risk 
associated with these labs, we must ask if all these new labs are 
necessary. Has the NIH carefully assessed the need for these labs 
before writing checks to build them? Would we be better off ex- 
panding existing facilities rather than building dozens of new ones? 
When it comes to BSL-4 labs, which are the labs that deal with 
the most serious diseases for which there is no cure, should we sig- 
nificantly limit the number of labs so there are fewer chances for 
an accidental or intentional release of these most dangerous sub- 
stances? Has the proliferation of these labs reached the point at 
which there are so many labs doing this research that you actually 
increase the chances of catastrophic release of a deadly disease? 

Apart from the issue of mushroom growth of these labs, perhaps 
the most important question looming over all this is, are these labs 
safe? The most serious accidents so far have occurred outside the 
U.S., including the death of a Russian lab worker exposed to Ebola 
and the SARS infections that sickened several people and killed a 
lab worker in Asia. Here in the U.S. for the past 4 years, the CDC 
has received more than 100 incident reports from labs handling se- 
lect agents. However, there are indications that the actual number 
of incidents may be much higher. 

It is also alarming to note that more than a third of the incident 
reports are from 2007, which begs the question of why has there 
been such a steep increase in BSL incidents. 

Federal regulations require reports only for incidents involving 
so called select agents, a list of highly dangerous pathogens. But 
other dangerous biological pathogens are not on the select agent 
list, such as hantavirus, SARS and dengue fever. It appears that 
there is no Federal oversight of the possession, use or transfer of 
these dreaded diseases nor is there any requirement that the theft, 
loss or release of these agents will be reported to Federal officials. 

Even for select agents which are regulated, there may be a sig- 
nificant amount of under-reporting of laboratory mishaps. A case of 
point is Texas A&M University. Texas A&M recently reported to 
the CDC that one of its lab researchers had been infected in 2006 
with Brucella and that blood tests of three other workers indicated 
two fever exposures. They reported the incidents only after one of 
our witnesses, Ed Hammond, of the Sunshine Project exposed the 
incidents on his Web site. The CDC’s subsequent investigation of 
the Texas A&M lab revealed a number of serious violations of the 
select agent rules, including lost samples, unapproved experiments, 
a lack of training, safety training and lab workers without FBI 
clearance, which is required for working with select agents. Unfor- 
tunately, the CDC’s August investigation revealed not only short- 
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comings at the Texas A&M University but also shortcomings on the 
part of CDC’s own oversight. It turns out that the CDC had in- 
spected the very same Texas A&M lab prior to the disclosure of 
these incidents and found only minor problems. This may indicate 
that the periodic lab inspections that CDC carries out may not be 
as thorough as one might hope. 

Other recent incidents indicate additional problems presented by 
labs around the country. Problems at the CDC’s own lab in Atlanta 
and recent outbreaks of foot-and-mouth disease in the UK linked 
to a high-containment lab at Pirbright illustrate the importance of 
proper laboratory design, construction and maintenance, in addi- 
tion to workers’ safety, worker training and security. 

The potential human risk involved in high-containment labora- 
tory biological research demand that this subcommittee take a clos- 
er look at whether these labs are being designed, constructed and 
operated safely. As I said, this is the first of several hearings our 
Oversight and Investigations Subcommittee will conduct on germs, 
viruses, and secrets. 

With that I will yield back. 

I will next turn to Mr. Barton. 

OPENING STATEMENT OF HON. JOE BARTON, A 
REPRESENTATIVE IN CONGRESS FROM THE STATE OF TEXAS 

Mr. Barton. Thank you. Chairman Stupak, for holding this 
hearing. I want to also commend Ranking Member Whitfield, who 
is not yet in attendance, for his efforts. 

To my knowledge, this is the first congressional hearing into the 
safety and security of our Nation’s bio-laboratories. It is a matter 
that deserves attention and I believe that it is timely to take it up 
at this point in time. 

Today we mark 6 years ago to the day that the Center for Dis- 
ease Control, the director of the Center for Disease Control, learned 
that lab tests confirmed that a patient dying a South Florida hos- 
pital was infected with anthrax. As it turned out, this was the first 
evidence in only a few weeks after 9/11. Our Nation, including the 
Nation’s Capitol, faced a series of bioterrorism attacks using weap- 
ons-grade anthrax that was delivered through the mail. Con- 
sequently, five people died. That case, to this day, remains un- 
solved. In the wake of the anthrax attacks, the public and the Con- 
gress were astonished to learn that the Federal Government did 
not know how many U.S. labs handled anthrax nor could the Fed- 
eral Government identify every laboratory in the country with ac- 
cess to the Ames strain of weaponized anthrax that had been used 
in the attacks. Congress responded by passing the Bioterrorism Act 
in 2002, which originated, if I recall correctly, in this committee. 
It established a regulatory system at the Centers for Disease Con- 
trol over the possession, use and transfer of select agents and tox- 
ins. We also dramatically increased spending for the building, ex- 
panding laboratories that research deadly germs and toxins. 

These kinds of facilities are known as biosafety level 3 and 4 lab- 
oratories. They deal in highly infectious viruses and other biologi- 
cal agents. The critical part of what they do, however, must be to 
protect the public and their own workers from the inherent dangers 
involved in researching the very things that they research. Strict 
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safety rules and guidelines must be required to protect against 
leaks, losses, are thefts of these deadly materials. 

This hearing explores several questions. Has a Bioterrorism Act 
helped improved Federal oversight of select agents? Are there over- 
sight gaps? Is the expansion to research laboratories an unmiti- 
gated good or does it pose serious risk? And how well do we man- 
age risk? There are serious reasons to be worried. Records obtained 
by the committee from the CDC revealed more than 100 acts in 
missing shipments in 2003. Fortunately, as far as we know, no 
deaths have been reported and it does not seem that the public has 
been at risk so far. A very serious biosafety incident has occurred 
at my alma mater, Texas A&M University. We have the president 
of Texas A&M here today to testify about what happened there and 
what Texas A&M has done to make sure that that does not happen 
again. 

While we are examining the possible gaps in the Federal and in- 
stitutional oversight of biosafety, we should also realize that the 
work performed in these high-risk laboratories is critical to our Na- 
tion’s defense and health. Much has been made about the secrecy 
surrounding the bio-laboratories but it hardly seems surprising 
that the world of bioterrorism research is also a world steeped in 
secrecy. We might need this secrecy for our own protection but it 
can also let bad habits go unnoticed and unchallenged until a crisis 
exposes them. 

We have seen that happen over and over again at our weapons 
laboratory at Los Alamos. Last year this subcommittee had to 
probe to learn that at the National Institutes of Health there was 
no central inventory of human tissue samples nor any systematic 
collection of data about them. We learned about that particular 
problem within the NIH only after the system was abused for per- 
sonal gain. We also learned in the last several years how some 
Government scientists have been earning outside income by con- 
sulting for drug companies. We have found that a few have oper- 
ated completely outside of the NIH approval and disclosure rules. 

Secrecy does not seem to nurture the truth sometimes, so the 
fact that biosafety rules have been bent and lab safety breaches 
have been concealed somehow should not come to us as a complete 
surprise. 

We are going to hear from several distinguished witnesses about 
the regulatory and oversight system of these laboratories. I want 
to particularly welcome the acting president of Texas A&M, Mr. 
Eddie Joe Davis. He is a personal friend of mine. He has assured 
me that A&M is doing everything possible to correct the problem 
and make sure it does not happen again. And I will assure this 
committee, as a past chairman of this subcommittee and a past 
chairman of the full committee, that if we know of a problem at 
Texas A&M, I will guarantee I will help correct it and I will do 
whatever it takes, including calling the Governor, the chairman of 
the Board of Regents, to make sure if the changes need to be made, 
they will be made. Texas A&M will be a model of how to do things 
right. Not that they have not been in the past but they sure will 
be in the present and the future in terms of this issue. You have 
my personal guarantee of that, Mr. Chairman. 
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With that I yield back to the committee and look forward to 
hearing of the witnesses today. 

Mr. Stupak. I thank the ranking member. Members will be mov- 
ing in and out of this hearing as we have another hearing upstairs 
on Environment and Hazardous Materials. I guess that is an ap- 
propriate subcommittee for subject of today’s hearing here. 

Ms. DeGette, opening statement please? 

Ms. DeGette. Thank you, Mr. Chairman. I would like to associ- 
ate myself with your opening statement and waive my opening 
statement in favor of more time for questions. 

Mr. Stupak. Very good. Mr. Green? 

OPENING STATEMENT OF HON. GENE GREEN, A 
REPRESENTATIVE IN CONGRESS FROM THE STATE OF TEXAS 

Mr. Green. Thank you, Mr. Chairman, for holding the hearing. 
I appreciate you mentioning our subcommittee hearing upstairs. 
There are so many of us who are also members of that and so we 
will be coming and going all day, along with votes on the House 
floor. 

But I particularly appreciate you holding this hearing on the 
growth of biosafety labs and the inherent safety risks we must 
work to mitigate. 

For most of us here today, the dangers associated with bioagents 
are all too real as we served in this capital complex in 2001. Sev- 
eral of our colleagues were targets of anthrax attacks. That attack 
shed tremendous light on our lack of capacity to research these 
agents for their health risk and find cures for the most dangerous 
of them. 

Today, approximately 6 years later, we are charged with deter- 
mining whether that capacity was increased too quickly without 
appropriate regulatory guidelines and safeguards. We will hear a 
lot today about the incidents at Texas A&M, BSL-3 lab. There is 
no question that the incidents have cast a dark shadow on Texas 
A&M select agent research program. 

It appears that the proper procedure are either unknown or bla- 
tantly ignored and the university has taken full responsibility by 
firing the individuals who acted irresponsibly and putting the full 
weight of the university behind resolving the remaining issues. 

I am pleased that Dr. Davis has agreed to testify before the com- 
mittee today to help us learn about the A&M experience and iden- 
tify any Federal oversight gaps that need to be addressed by regu- 
lation or statute. 

There are several basic concerns we must address such as the 
fact that we do not even know how many biosafety labs are operat- 
ing in our country. We know there are currently 15 BSL-4 labs ei- 
ther operational or under construction, that these labs handle the 
most deadly agents for which there is no treatment currently avail- 
able. We know that there are 400 BSL-3 labs registered with the 
Centers for Disease Control, yet the only factor that triggers the 
requirement to register with the CDC seems to be the use of select 
agents and the official list of select agents is not continuously up- 
dated. We seem to have no clue about how many other labs there 
are working on agents that may not appear on that list yet are un- 
deniably dangerous. I have every confidence this hearing will be ef- 



6 


fective in routing out many of the other regulatory issues that are 
facing our biological research laboratories. In our quest to fix many 
of the problems, however, I hope we will not lose sight of the need 
for this research being conducted in our country. 

I am proud to have much of this research being conducted in my 
own backyard at UTMB, University of Texas Medical Branch in 
Galveston. I recently visited the construction site of UTMB’s Gal- 
veston National Lab, which is one of only two national biocontain- 
ment laboratories in this country. The research at the Galveston 
National Lab will be conducted to develop therapies and vaccines 
and tests for diseases like West Nile Virus, Ebola virus and drug 
resistant TB, which I’ve had legislation on. 

As a nation, we need the work to be performed in our country. 
During my visit to UTMB in May I learned first-hand about the 
measures UTMB is taking to ensure that the lab is built with every 
contingency in mind. I have also learned about the competence of 
training program that UTMB has put in place. Frankly, many of 
the incidents we will hear about today could have been avoided had 
appropriate and thorough training of research and lab employees 
taken place. 

I plan to focus a good portion of my questions on the safety as- 
pect of the issue, not only because there seems to be a universal 
need facing biosafety labs but I also have a mild personal interest 
in it since my daughter is currently in her second year of fellowship 
in infectious disease at UTMB. It is entirely possible she will work 
on some of the research conducted in select agents either in the 
currently operational BSL-4 or in the Galveston National Lab 
when it opens next summer. As a parent to that research, I want 
to make sure that these biosafety labs adhere to the highest safety 
training standards. And it is a source of personal comfort that 
UTMB has placed such an emphasis on that safety training. Given 
the growth of these labs nationwide, I think we need to step up our 
safety training efforts nationwide and my office will begin to draft 
legislation on this important issue. 

And I appreciate the witnesses here today and the chairman for 
calling this hearing because our Oversight and Investigation Sub- 
committee does the investigation, then we have to go from there to 
draft legislation. And thank you, again, Mr. Chairman. I yield back 
my time. 

Mr. Stupak. Thank you, Mr. Green. Mr. Burgess, opening state- 
ment please. 

OPENING STATEMENT OF HON. MICHAEL C. BURGESS, A 
REPRESENTATIVE IN CONGRESS FROM THE STATE OF TEXAS 

Mr. Burgess. Thank you, Mr. Chairman. Mr. Chairman, I want 
to assure you that I do not have duties in the other subcommittee 
so I will be with you all day. I did not want you to feel in danger 
or abandoned. 

Mr. Chairman, thank you for holding the hearing today. I am 
grateful that we are investigating this. We are in the 21st century 
and we have come so far from 20th century problems, 20th century 
difficulties and now providing for our common defense surely in- 
cludes homeland security and protecting our homeland against the 
threat of biological attack. 
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Recent years we have seen Hurricane Katrina, we have seen 
SARS, we have seen threats of bird flu. So natural disasters come 
into that list as well. We have got to have the guidelines in place. 
We have got to have guidelines in our labs, our streets to ensure 
that the very situations we are trying to protect ourselves against 
do not foster the environment that could be ripe for the type of bio- 
logical accident or catastrophe that we all fear. 

Mr. Chairman, you are right, the labs are proliferated. That is 
appropriate because of the 21st century threat. Our regulation re- 
mains mired in the last century. There is a plethora of agencies but 
they are beset by a lack of communication, which is typical of the 
stove piping that frequently occurs within Federal agencies. And I 
hope that our committee will put itself to the task of eliminating 
those barriers. 

The truth is, the Federal Government only regulates a speciflc 
list of select agents but this list does not seem to be updated with 
sufficient frequency and, in fact, does not include some of the most 
deadly and contagious pathogens including the viruses responsible 
for severe adult respiratory syndrome or SARS. I cannot help but 
wonder, Mr. Chairman, if we are doing enough to keep this list up- 
dated to ensure that our scientists and our private citizens are pro- 
tected. 

I know this is supposed to be the first in a series of hearings on 
this issue and I ask that we specifically look into whether or not 
the list is updated, how it is updated and if it is done in a most 
timely fashion. 

Now, our committee has an important responsibility to the Amer- 
ican public and over the years I am grateful for the active and ag- 
gressive oversight that we have had in many of our labs in the 
country. As terrorism becomes more and more sophisticated and 
global activities seem to make the world a smaller and smaller 
place, we must continue to implement and maintain comprehensive 
measures for our safety. 

Today’s hearing brings further light to serious and ongoing tran- 
sit laboratories across the country. When labs do not take adequate 
care and caution, they literally put some of the brightest minds of 
the country in danger. Part of the responsibility falls on the Fed- 
eral Government due to the ambiguity regarding the regulations 
and the guidelines that labs must follow. 

We, as members of this committee, have a duty and responsibil- 
ity to the citizens of the country, to the scientists of the country, 
to resolve any ambiguities that currently exist within the Federal 
regulations so that the biosafety in all labs can be assured. The sad 
reality is that while the security breaches that have recently been 
documented in the newspapers, while they are serious, ultimately 
they could have been catastrophic had the right conditions pre- 
vailed at the time that those breaches occurred. 

But having said all that, I do want to join my Texas colleagues 
in welcoming the president of one of the premier research facilities 
in the United States, which happens to be in one of the premier 
States in the United States, the State of Texas. So Texas A&M 
president. Dr. Ed Davis, welcome to our committee. Of course, 
A&M has produced some of the greatest thinking minds of this cen- 
tury, including our ranking member, Mr. Barton. Unfortunately, 
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there has also been some controversy and today they are not going 
to just be talking about the football team record. 

Dr. Davis, thank you for being here today and we look forward 
to hearing your discussion of exactly what happened in college sta- 
tion. Hopefully, you can give us some guidance on what we should 
do at our level to resolve the ambiguity and allow your scientists 
to have the tools in place to provide the safety that they need to 
conduct their research and ultimately protect the American people. 

I would also like to briefly mention, as did my colleague, Mr. 
Green, the issue of training at the University of Texas Medical 
Branch in Galveston. They have been a leader in this, responding 
to a need and developing a formal training center for laboratory 
personnel. They are receiving Federal dollars through the Depart- 
ment of Defense appropriations bill. Just make a note to the Major- 
ity that we do need to vote on a conference report on the Depart- 
ment of Defense appropriations bill with all haste and that that 
should not be encumbered with other issues and I would encourage 
you to talk to your leadership so that we can get that done and this 
great lab in Mr. Green’s district can go forward and provide the 
training that the scientists need. And they are going to work in 
conjunction with the Center for Disease Control and the National 
Institute of Health. 

Again, Mr. Chairman, I thank you for holding this important 
hearing. I know we have got a lot of issues to get to today, so I 
want to be generous to you and I will yield back the balance of my 
time. 

Mr. Stupak. Thank you for yielding back 35 seconds. Next, go to 
Mr. Inslee for an opening statement. Please, sir? 

Mr. Inslee. I will waive my opening. Thank you, Mr. Chairman. 

Mr. Stupak. Mrs. Blackburn, opening statement? 

OPENING STATEMENT OF HON. MARSHA BLACKBURN, A REP- 
RESENTATIVE IN CONGRESS FROM THE STATE OF TEN- 
NESSEE 

Mrs. Blackburn. Thank you, Mr. Chairman. I appreciate the 
hearing and I will also, since my late father-in-law was a Texas 
Aggie, I will express my welcome to Mr. Hammond also and to any 
of the other Aggies that are in the audience. 

I am delighted that we are having this hearing today. The hear- 
ing focuses on facilities that conduct research on specific infectious 
diseases, term-select agents. The labs that conduct the research on 
these select agents are classified as either a biosafety level 3 or 4. 
Now, in Tennessee, at the University of Tennessee, there are a cou- 
ple of different labs. One is in Memphis and one is in Oak Ridge. 
The UT Health Science Center in Memphis is currently construct- 
ing a new regional BSL-3 biocontainment lab but we are pleased 
with that facility and pleased with the progress that they have 
made on some of their biotechnology and the research that goes 
with that. This is something when I was in the State senate in 
Tennessee. I spent a good bit of time trying to help get off the 
ground helping start the biotechnology association and the task 
force that help feed the energy into that when I was in the State 
senate. We know that these facilities are working with materials 
that can potentially cause serious harm to humans and to animals 
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with some of the pathogens having no known cure. In today’s 
world, the threat of terrorism, as my good colleague has mentioned, 
is present. Not only could terrorists potentially use one of the 
pathogens to harm the public, there is also the possibility that 
those wishing America harm could genetically alter these patho- 
gens to form a new strain with no known cure. 

And while I understand that the research is clearly needed, we 
must also focus on the safety of those performing the research, as 
well as the communities in which these labs and facilities are lo- 
cated. I think we have all expressed concern with the way the 
counting is done and knowing how many of these are actually 
available. We know that the NIH said there was 277 in 2005 and 
today the number is estimated to be around 400. I will let go also 
one of the things that my colleague was mentioning. The lack of 
communication between the agencies. When you look at the FDA, 
the CDC and the NIH, Mr. Chairman, we continue to hear, wheth- 
er it is in health sub or here, the inter-agency, as well as the intra- 
agency communication and collaboration and share of information 
seems to not be what we would like for it to be, especially when 
we are looking at something as delicate and as necessary as the 
type of research we are talking about and I hope that we have the 
opportunity to address some of that today. 

I do want to welcome our witnesses today. As I said, especially 
any Aggies who are before us, I will join in welcoming them. I also 
look forward to hearing and engaging in the Q and A. And, Mr. 
Chairman, I yield back my time. 

Mr. Stupak. I thank the gentlelady for her opening statement. 
That concludes the opening statements. Before we begin with testi- 
mony, I would like to recognize our colleague, Chet Edwards, who 
is here. Chet has Texas A&M in his district and I know he has 
talked to me and others about this issue. So welcome, Chet. Seeing 
no other members, we will move forward to our first panel of wit- 
nesses. 

We have Dr. Keith Rhodes, Chief Technologist, Government Ac- 
countability Office, Center for Technology and Engineering. And 
with Dr. Rhodes is Dr. Sharma, who is GAO’s Assistant Director 
of Applied Research and Methods. 

It is the policy of the subcommittee to take all testimony under 
oath. Please be advised that witnesses have the right under the 
rules of the House to be advised by counsel during their testimony. 
Do either of you gentlemen wished to be represented by counsel? 
Mr. Rhodes? Dr. Sharma? No. OK. Witnesses indicated they do not, 
therefore, I will ask you to rise, raise your right hand, take the 
oath. 

[Witnesses sworn.] 

Mr. Stupak. Let the record reflect that the witnesses replied in 
the affirmative. You are now under oath. Dr. Rhodes, are you going 
to start with your opening statement please? 
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STATEMENT OF KEITH RHODES, CHIEF TECHNOLOGIST, CEN- 
TER FOR TECHNOLOGY AND ENGINEERING, U.S. GOVERN- 
MENT ACCOUNTABILITY OFFICE; ACCOMPANIED BY SUSHIL 
K. SHARMA, ASSISTANT DIRECTOR, APPLIED RESEARCH 
AND METHODS, U.S. GOVERNMENT ACCOUNTABILITY OF- 
FICE 

Mr. Rhodes. Thank you, Mr. Chairman. Mr. Chairman, members 
of the subcommittee, my colleague. Dr. Sharma, and I are pleased 
to be here today to discuss our preliminary findings on the over- 
sight of the expansion in the United States of biosafety level 3 and 
biosafety level 4 labs, also known as high-containment labs. This 
expansion is, in part, a response to the global spread of emerging 
infectious diseases and the threat of bioterrorism. As you know, 
BSL-3 and 4 labs often contain the most dangerous infectious dis- 
ease agents like Ebola, small pox and avian influenza. 

Although high-containment labs are designed to promote the 
safety of researchers and the public, accidents and security 
breaches have occurred in the past and they will occur in the fu- 
ture. Experts tell us that most accidents occur due to human error, 
which cannot be completely eliminated. In addition, these labs can 
be used by terrorists or people with malicious intent to acquire or 
develop harmful biological agents, posing a serious threat to our 
national security and public health. 

The intentional dissemination of anthrax in the U.S. mail high- 
lighted major gaps in our civilian capacity to respond to a biological 
attack. One such gap noted by the National Institute of Allergy and 
Infectious Diseases was the shortage of high-containment lab ca- 
pacity available to conduct research for medical countermeasures. 
To address this concern, the administration and Congress re- 
sponded by providing increased funding for biodefense research and 
for additional BSL 3 and BSL 4 labs in the private sector, espe- 
cially in university settings. 

As a result, concerns have been raised about the adequacy of 
oversight of these labs because the deliberate or accidental release 
of biological agents can have disastrous consequences, such as ex- 
posing workers and the public. In addition, concerns have been 
raised about their safety, as well as operations. Finally, there are 
security concerns about the potential theft of the agents them- 
selves. Accordingly, you asked us to address the following three 
questions. One: Is there an expansion going on? Two: Who is in 
charge of this expansion? And three: What lessons can be learned 
from recent incidents at three high-containment labs? With regard 
to expansion, Mr. Chairman, as you can see on the charts, we 
found that a major expansion of BSL 3 and 4 labs is taking place 
in the United States. For example, concerning BSL-4 labs, which 
handle the most dangerous agents, the number of these labs has 
increased from five before the terrorist attacks of 2001 to 15, in- 
cluding at least one in planning. With regard to BSL-3 labs, no one 
knows how many there are but the number is surely in the thou- 
sands. In the past, the most dangerous of these types of labs, that 
is the BSL-4 labs, were largely in Federal hands. But since 2001, 
the expansion is taking place across many sectors. Federal, State, 
academic and private and across most of the United States. While 
information on expansion is available about high-containment labs 



11 


that are one, registered with the select agent program and two, fed- 
erally funded, much less is known about the expansion of labs out- 
side the select agent program, as well as the non-federally funded 
labs including their location, activities and ownership. 

With regard to who is in charge of this expansion, Mr. Chairman, 
we found no single Federal agency has the mission and, therefore, 
is accountable for tracking the number of all BSL-3 and 4 labs 
within the United States. Although several agencies have a need 
to know the number and location of these labs to support their mis- 
sions, no agency knows how many such labs there are in the 
United States or their locations. Therefore, no Federal agency is re- 
sponsible for determining the aggregate risks associated with the 
expansion of these labs. Since there is a baseline risk associated 
with any high-containment lab, the aggregate risk associated with 
this expansion will increase as their numbers increase. Impor- 
tantly, the safety and security risks will be greater for new labs 
with less experience. 

Finally, from the three recent incidents that you asked us to ex- 
amine, one: the failure to report to CDC exposures to select agents 
by Texas A&M University, two: the power outage at CDC’s new 
BSL-4 lab, and three: the most recent release of the foot-and- 
mouth disease virus at Pirbright in the United Kingdom. We have 
identified six lessons that can be learned. These lessons highlight 
the importance of one: identifying and overcoming barriers to re- 
porting in order to enhance biosafety through shared learning from 
mistakes and to assure the public that accidents are examined and 
contained. Two, training lab staff in general biosafety, as well as 
in specific agents being used in the labs to ensure maximum pro- 
tection. Three, developing mechanisms for informing medical pro- 
viders about all the agents that lab staff work with to ensure quick 
diagnosis and effective treatment. Four, addressing confusion over 
the definition of exposure to aid in the consistency of reporting. 
Five, ensuring that BSL-4 lab safety and security measures are 
commensurate with the level of risk these labs present. And six, 
maintaining high-containment labs to ensure integrity of physical 
infrastructure over time. 

In summary, the expansion of BSL-3 and 4 labs is indeed taking 
place in the United States and it is proceeding in a decentralized 
fashion. While some expansion may be justified, unwarranted ex- 
pansion without adequate oversight is proliferation, not expansion. 
Since the full extent of the expansion is not known, it is unclear 
how the Federal Government can ensure that sufficient but not su- 
perfluous capacity, bringing with it additional unnecessary risk is 
being created. 

In conclusion, Mr. Chairman, the limited Federal oversight that 
does exist for high-containment labs is fragmented among different 
Federal agencies and for the most part, relies on self-policing. 

As you have said in your opening statement, the inherent weak- 
nesses of an oversight system based on self-policing are highlighted 
by the Texas A&M University case. While CDC inspected the labs 
at Texas A&M in February 2006, as part of its routine inspection, 
its inspectors failed to identify three items. One, a worker became 
exposed and ill. Two, unauthorized experiments were being con- 
ducted and unauthorized individuals were entering the labs. And 
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three, both the agents and infected animals were missing. It was 
not until a public advocacy group learned of the Brucella incident 
and according to this group, applied pressure by demanding records 
about the incident, that the university reported this incident to the 
CDC. This report prompted the subsequent in-depth investigations 
by the CDC. This incident is raising serious concerns about, one, 
how well the agency polices select agent research being conducted 
in over 400 high-containment labs registered under the select agent 
program located at various universities around the country and, 
two, whether the safety of the public is compromised. Moreover, if 
similar safety breaches are occurring at other labs, they are not 
being reported nor is CDC finding them. 

I want to leave you with this thought. Since the labs are largely 
overseeing themselves at this point, it is not the regulators but 
only the operators of these labs who can tell you whether the three 
recent incidents are the tip of the iceberg or the iceberg itself 

Mr. Chairman, this concludes my prepared remarks. Dr. Sharma 
and I stand ready to answer any questions you or members of the 
subcommittee may have. 

[The prepared statement of Mr. Rhodes follows:] 
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with the proliferation of these labs. 

We identified six lessons from three recent incidents: failure to report to CDC 
exposures to select agents by Texas A&M University (TAMU); po wer outage 
at the CDC’s new BvSW lab in Atlanta, Georgia; and release of foot-and-mouth 
disease viru.s at Ihrbright in the United Kingdom. These lessons highlight the 
importance of (1) identifying and overcoming barriers to reporting in order to 
enhance bio.safety througlt shared learning from mistakes and to assure the 
public that accidents are examined and contained; (2) training lab staff in 
general bicrsafely, as well as in .specific agents being used in the labs to ensure 
maximum profeebon; (3) developing mechanisms for liifonning medical 
pnividers about all the agents that lab staff work with to ensure quick 
diagnosis and effective treatment; (4) addressing confusion over the definition 
of exposure to aid in the consistency of reporting; (5) ensuring that BSL-4 
labs’ safety and security measures are oommensurai e with the levcjl of risk 
these labs present; and (6) maintenance of high-contaimnent labs to ensure 
integrity of physical infrasUiicture over lime. 
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Mr. Chairman and Members of the Subcommittee: 

We are pleased to be here today to discuss our preliminary findings on the 
oversi^t of the expansion of high-containment biosafety level (BSL)'3 and 
BSLr4 laboratories (labs) in the United States. This expansion is, in part, a 
response to the global spread of emerging infectious diseases and the 
threat of bioterrorism. 

BSLr3 and BSL-4 labs often contain the most dangerous infectious disease 
agents (for example, Ebola, smallpox, avian influenza, and severe acute 
respiratory syndrome [SAKS]), including those for which effective 
vaccines or treatment may not be available. Although high-containment 
labs are designed to prtanote the safety of researchers and the public, 
accidents and security bre^hes have occurred in the past. In addition, 
these labs can be used by terrorists or people with malicious intent to 
acquire or develop harmful biological agents,’ posing a severe national 
security and public health threat. 

The intentional dissemination of an agent — anthrax — in the U.S. mail 
demonstrated the devastating effect such agents can have in the wrong 
hands. As a result of exposure to anthrax-tainted mail in the fall of 2001, 

22 individuals contracted anthrax disease in four states — Cormecticut, 
Florida, New Jersey, and New York — as well as in Washington, D.C. Of 
these 22 individuals, 5 died. 

These anthrax incidents highlighted m^or gaps in our civilian capacity to 
respond to a biological attack; most noted among them, according to the 
National Institute of Allergy and Infectious Diseases (NIAID), was the 
shortage of high-containment lab capacity available to conduct research 
leading to the development of medical countermeasures.^ To address this 
concern, the Administration and Congress responded by providing 


’Biolopcal agent means any microorganism (including, but not limited to, bacteria, viruses, 
fungi, rickettsiae, or protozoa) or infectious substance or any naturally occurring, 
bioengineered, or synthesized component of any such microorganism or infectious 
substance, capable of causing death, disease, or other biological malfunction in a human, 
an animal, a plant, or another living organism; deterioration of food, water, equipment, 
supplies, or material of any kind; or deleterious alteration of the environment. 

^National Institute of Allergy and Infectious Diseases, Survey for Determining the 
Location, Capacity, and Status of Existing and Operating BSL-3 Laboratories within 
the United Slates (Washington, D.C., June 2, 2005). 
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Background 


BSI^3 and BSL-4 Labs 


increased funding for biodefense research and for additional BSLr3 and 
BSL4 labs in the private sector, especially in university settings. 

However, concerns have been raised about the oversight of these labs 
because the deliberate or accidental release of biological agents can have 
disastrous consequences, such as exposing workers and the pubhc. In 
addition, as the number of BSLr3 and BSL4 labs has been increasing, 
concerns have also been raised about their safety, as well as operations. 
Finally, there are security concerns about the potential theft of the 
material itself. Accordingly, you asked us to address the following three 
questions: 

1. To what extent, and in what areas, has there been an expansion in the 
number of high-containment labs in the United States? 

2. Which federal agency is responsible for tracking the expansion of high- 
containment labs and determining the associated aggregate risks? 

8. What lessons can be learned from recent incidents at three high- 
containment labs? 

To answer these questions, we interviewed officials from several federal 
agencies, as well as experts; reviewed literature; conducted site visits; and 
surveyed 12 federal agencies. We conducted our work from August 2006 
through September 2007 in accordance with generally accepted 
government auditii^ standards (see appendix I for our scope and 
methodology). 


Since September 11, 2001, there has been an increase in the funding for 
research in biomedicine. This increase is intended to develop effective 
medical countermeasures, against emerging infectious diseases and 
biological agents, which can only be performed safely in BSLr3 and BSL4 
labs. A large part of this funding has been used to construct additional 
high-containment BSL-3 and BSLr4 labs. 


The BSL labs are classified by the type of agents used and the risk posed 
to personnel, the environment, and the community by those agents. The 
Department of Health and Human Services’s (HHS) Biosafety in 
Microbiological and Biomedical Laboratories (BMBL) guidelines specify 
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four biosafety levels,® with BSL-4 being the highest. The levels include 
combinations of laboratory practices and techniques, safety equipment, 
and facilities that are recommended for labs that conduct research on 
potentially dangerous agents and toxins. These labs are to be designed, 
constructed, and operated in a manner to (1) prevent accidental release of 
infectious or hazardous agents within the laboratory and (2) protect lab 
workers and the environment external to the lab, including the 
community, from exposure to the agents. 

Work in BSL-3 labs involves agents that may cause serious and potentially 
lethal infection. In some cases, there are vaccines or effective treatments 
available. Types of scents that are typically handled in BSLr3 labs include, 
for example, anthrax, West Nile Virus, Q fever, tularemia, and avian flu. 
Work in BSL-4 labs involves the most dangerous agents for which there 
are no effective vaccines or treatments available. Types of agents that are 
typically handled in BSLr4 labs include, for example, Ebola, hemorrhagic 
fevers, and smallpox.^ 


Federal Agencies and BSL- Many different federal agencies have some connection with BSLr3 and 
3 and BSL-4 Labs BSL4 labs m the United States. These agencies are involved with these 

labs in various capacities, including as users, owners, regulators, and 
funding sources. For example, the Centers for Disease Control and 
Prevention (CDC) has its own high-containment labs and regulates that 
portion of labs working with select agents and toxins that represent a risk 
to human health and safety. Similarly, the U.S. Department of Agriculture 
(USDA) has its own labs and regulates labs working with select agents and 
toxins posing a risk to animal and plant health. The NIAID has its own labs 
and is a major funding source for construction and research involving 
high-containment labs. The National Institutes of Health (NIH) both funds 
research requiring high containment and provides guidance that is widely 
used to govern many of the activities in high-containment labs. The Food 
and Drug Administration (FDA) has its own labs and regulates 
manufacturing of biological products, some of which require high- 
containment labs. The Department of Commerce (DOC) regulates the 
export of agents and equipment that have both military and civilian uses, 
which are often found in high-containment labs. The Department of 
Defense (DOD) has its own labs and funds research requiring high- 


® Department of Health and Human Services, Biosafety in Microbiological and Biomedical 
LabOTatories, 5“* ed. (Washington, DC., 2007). 

* Smallpox is only handled at the CDC labs in Atlanta. 
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containment labs. The Department of Labor’s (DOL) Occupational Safety 
and Health Administration (OSHA) regulates some activities within high- 
containment labs, as well as general safety in most high-containment labs. 
The Department of State (DOS) regulates the export of agents and 
equipment that are specifically designed for military use from defense- 
related high-containment labs and maintains a listing of some high- 
containment labs, as part of the U.S. commitments under the Biological 
and Toxin Weapons Convention (BWC). The Department of Justice’s 
(DOJ) Federal Bureau of Investigation (FBI) uses high-containment labs 
when their forensic work involves dangerous biological agents. The 
Department of Homeland Security (DHS) has its own labs and funds a 
variety of research requiring high-containment labs. The Department of 
Energy (DOE) has several BSL-3 labs doing research to develop detection 
and response systems to improve preparedness for biological attack. The 
Department of Interior (DOI) has its own BSL-3 labs for work with 
infectious animal diseases. The Department of Veterans Affairs (VA) has 
research and clinical BSL-3 labs for its work with veterans. The 
Environmental Protection Agency (EPA) has its own labs and also 
coordinates use of various ^ademic, state, and commercial high- 
containment labs nationwide, as part of its emergency response mission. 


Pertinent Laws and The pertinent laws and guidance include the following (see appendix II for 

Guidance pertinent regulations): 

Pertinent Laws Th® Antiterrorism and Effective Death Penalty Act of 1996 includes 

provisions to regulate the transfer, between laboratories, of certain 
biological agents and toxins and requires the Secretary of HHS to 
implement these provisions. As part of the implementation of this act, the 
first list of regulated biological agents was created. This became known as 
the select agent list 

The Public Health Security and Bioterrorism Preparedness and Response 
Act of 2002 revised and expanded the Select Agent Program. Among other 
requirements, the new law (1) revised the list of agents deemed “select 
agents,” which possess the “potential to pose a severe threat" to public 
health and safety, to animal or plant health, or to animal or plant products; 
(2) directed the Secretaries of HHS and Agriculture to biennially review 
and publish the select agent list, making revisions as appropriate to 
protect the public; (3) required all facilities possessing select agents to 
register with the Secretary of HHS, Agriculture, or both, not just those 
facilities sending or receiving select agents; (4) restricted access to 
biological agents and toxins by persons who do not have a legitimate need 
and who are considered a risk by federal law enforcement and intelligence 
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officials; (5) required transfer registrations to include information 
regarding tlie characterization of agents and toxins to facilitate their 
identification, including their source; C6) required the creation of a 
national database with information on all facilities and persons 
possessing, using, or transferring select agents; and (7) required the 
Secretaries of HHS and Agriculture to impose more detailed and different 
levels of security for different select agents, based on their assessed level 
of threat to the public. 


Pertinent Guidance Pertinent guidance includes NIH and CDC BMBL guidance, as well as NIH 

guidelines. 

NIH and CDC BMBL Guidance 

The NIH and CDC prepared the BMBL as a guidance document for 
working with particular select agents. According to the BMBL guidelines, 

(1) BSL-1 laboratories house agents and toxins that do not consistently 
cause disease in healthy adult humans; (2) BSL-2 laboratories are capable 
of housing agents and toxins that are spread through puncture, absorption 
through mucous membranes, or ingestion of infectious materials; 

(3) BSL-d laboratories are capable of housing agents and toxins that have a 
potential for aerosol transmission and that may cause serious and 
potentially lethal infection; (4) BSL>4 laboratories are capable of housing 
agents and toxins that pose a high individual risk of life-threatening 
disease, which may be aerosol transmitted and for which there is no 
available vaccine or therapy. 

The BMBL states that (1) biosafety procedxires must be incorporated into 
the laboratory’s standard operating procedures or biosafety manual; 

(2) personnel must be advised of special hazards and are required to read 
and follow instructions on practices and procedures; and (3) persormel 
must receive training on the potential hazards associated with the work 
involved and the necessary precautions to prevent exposure. Further, the 
BMBL cont^dns guidelines for laboratory security and emergency 
response, such as controlling access to areas where select agents are used 
or stored. The BMBL also states that a plan must be in place for informing 
police, fire, and other emergency responders as to the type of biological 
materials in use in the laboratory areas. 
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NIH Gnidelines for Research Involving Recombinant DNA 
Molecules 

Much of the work in BSL-3 and BSL-4 labs in the United States involves 
recombinant DNA (rDNA), and the NIH Guidelines for Research Involving 
Recombinant DNA Molecides (NIH rDNA Guidelines) set the standards 
and procedures for research involving rDNA Institutions must follow 
these guidelines when they receive NIH funding for this type of research. 
The guidelines include the requirement to establish an institutional 
biosafety committee (IBC). The IBC is responsible for (1) reviewing rDNA 
research conducted at or sponsored by the institution for compliance with 
the NIH rDNA Guidelines and (2) approving those research projects that 
are found to conform with the NIH rDNA Guidelines. IBCs also 
periodically review ongoing rDNA research to ensure continued 
compliance with the NIH rDNA Guidelines. 


The Select Agent Program. The CDC is responsible for the registration and oversight of laboratories 
that possess, use, or transfer select agents and toxins that could pose a 
threat to human health. USDA is responsible for the registration and 
oversight of laboratories that possess, use, or transfer select agents and 
toxins that could pose a thre^ to animal or plant health or animal or plant 
products. Some select agents, such as anthrax, pose a threat to both 
human and animal health and are regulated by both agencies (see 
appendix HI for the list of select agents and toxins). 

The select agent regulations require registration for U.S.-based research 
institutions, government agencies, universities, manufacturers, and other 
entities that possess, use, or transfer select agents. Registration is for 
3 years. As part of the registration process, facilities must demonstrate in 
their applications that they meet the recommendations delineated in the 
BMBL for working with particular select agents. Such requirements 
include having proper laboratory and personal protective equipment, 
precautionary signage, and ventilation; controlled access; and biosafety 
operations manuals. Facilities must also describe the laboratory 
procedures that will be used, provide a laboratory floor plan showing 
where the select agent will be handled and stored, and describe how 
access will be limited to authorized personnel. 

In addition, facilities must describe the objectives of the work that 
requires the select agent. Elach facility must identify a responsible facility 
official who is authorized to transfer and receive select agents on behalf of 
the facility. Individuals making false, fictitious, or fraudulent statements 
on registration forms may be punished, under the False Statements Act, by 
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a fine of up to $250,000, imprisonment up to 5 years, or both. Violations by 
organizations are punishable by a fine of up to $500,000 per violation. To 
ensure compliance with these requirements, the program established a 
goal of inspecting these facilities once during the S-year registration 
period. Facilities may be inspected before and after registration, but there 
is no requirement that inspections be perfonned. 


Results in Brief 


A m^or expansion of high-containment biosafety labs (BSL-3 and BSL-4) 
is taking place in the United States, according to the literature, federal 
agency officials, and experts. Concerning BSLi-4 labs, which handle the 
most dangerous ^ents, the number of these labs has increased from 5 — 
before the terrorist attacks of 2001 — to 15, including at least 1 in the 
planning stage. The expansion is taking place across many sectors — 
federal, state, academic, and private^ — and across most of the United 
States. Information on expansion is available about high-containment labs 
that are (1) registered with the CDC-USDA Select Agent Program and (2) 
federally funded. However, much less is known about the expansion of 
labs outside the Select Agent Program as well as the nonfederally funded 
labs, including location, activities, and ownership. 

No single federal agency has the mission and, therefore, is accountable for 
tracking the number of aU BSLr3 and BSL-1 labs within the United States. 
Moreover, although several agencies have a need to know the number and 
location of these labs to support their missions, no agency knows how 
many such labs there are in the United States or their locations, according 
to agencies’ responses to our survey. Therefore, no agency is responsible 
for determining the aggregate risks associated with the expansion of these 
labs. According to the experts, there is a baseline risk associated with any 
high-containment lab, attributable to human errors. With this expansion, 
the risk will increase. However, the associated safety and security risks 
will be greater for new labs with less experience. 

We identified six lessons fix>m three recent incidents: failure to report to 
CDC exposures to select agents by Texas A&M University (TAMU); power 
outage at CDC’s new BSU4 lab in Atlanta, Georgia; and a release of foot- 
and-mouth disease virus at Pirbright in the United Kingdom (U.K.). These 
lessons highlight the importance of (1) identifying and overcoming 
barriers to reporting in order to enhance biosafety through shared learning 


“Private sector late include commercial labs. 
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Expansion of BSL-3 
and BSL-4 Labs Is 
Taking Place across 
Many Sectors and All 
over the United States 


An Expansion of BSL-3 
and BSL-4 Labs Is Taking 
Place in AH Sectors in the 
United States 


from mistakes and to assure the public that accidents are examined and 
contained; (2) training lab staff in general bios^ety, as well as in specific 
agents being used in the labs to ensure maximum protection; (3) 
developing mechanisms for informing medical providers about all the 
agents that lab staff work with to ensure quick diagnosis and effective 
treatment; (4) addressing confusion over the definition of exposure to aid 
in the consistency of reporting; (5) ensuring that BSLr4 labs’ s^ety and 
security measures are commensurate with the level of risk these labs 
present; and (6) maintenance of high-containment labs to ensure integrity 
of physical infrastructure over time. 


An expansion in the number of BSL-3 m\d BSL-4 labs is taking place across 
most of the United States,® according to the literature, federal agency 
officials, and experts. Most federal officials and experts believe that the 
number of BSL-4 labs in the United States is generally known. But the 
number of BSL-3 labs is unknown. Information on expansion is available 
about high-containment labs that are (1) registered with the CDC-USDA’s 
Select Agent Program, and (2) federally funded. However, much less is 
known about the expansion of labs outside the Select Agent Program and 
the nonfederally funded labs, including location, activities, and ownership. 
For both BlS-3 and BSL-4, the expansion is taking place across many 
sectors — federal, state, academic, and private — and all over the United 
States. 


For most of the last 50 years, there were only two sites with BSL-4 labs in 
the United States. These were federal labs at the U.S. Army’s Research 
Institute for Infectious Diseases (USAMRIID) in Fort Detrick, Maryland, 
and at the CDC in Atlanta, Georgia. Between 1990 and 2000, three new 
BSL-4 labs were built a BSLr4 lab at Georgia State University in Atlanta — 
the first BSL-4 lab in a university setting; a small BSLr4 lab on the NIH 


®rhere are a number of meUiodological issues associated with determining the overall 
number of BSL-3 and BSLr4 labs. In our discussion with federal agency officials, experts, 
and review of the literature, we found that the total number depended upon how you ask 
the question. Most often data were available on the number of facilities or sites that 
contained a BSLr3 or BSlr4 lab. The precise number of independent rooms within those 
facilities qualifying as BSL-3 or DSL4 is not generally specified. Some facilities contain 
more than one actual lab. For example, while CDC has two facilities with BSLr4 capacify, 
one of the facilities actually conUuns within it two separate BSL-4 labs, while the other has 
four separate BSL4 labs. These officials and experts also told us that counting the number 
of labs is problematic because the definition of the term “lab” varies. A more meaningful 
measure is determining the net square footage of working BSL4 space. However, this 
information is often not available. 
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campus in Bethesda, Maryland;’ and a privately funded BSL-4 lab in San 
Antonio, Texas. Since the terror attacks of 2001, nine new facilities and 
one m^or remodeling effort containing BSLr4 space will either be 
operational, in construction, or in planning by this year’s end. The number 
of BSL-4 laboratories has increased from 5, before 2001, to 15, including at 
least 1 in planning. 

Moreover, expansion is taking place across all sectors. Before 1990, all 
BSL-4 labs were federal labs — either at USAMRIID or at the CDC. Today, 
while expansion is taking place within the federal sector as weU — there 
are seven new federal facilities recently built, currently under 
construction, or planned, which have one or more BSL-4 labs — there are 
also BSL-4 labs at universities, as part of state response, and in the private 
sector. (See table 1 for expansion in BSL4 labs by sector.) 


Table 1 : Summary of Known BSL-4 Labs in the United States, by Sector 

Sector 

Before 1990 

1990-2000 2001-Present 

Total 

Federal government 

2 

1 6 

9 

Academic 

0 

1 3 

4 

State 

0 

0 1 

1 

Private 

0 

1 0 

1 

Total 

2 

3 10 

15 


Source: GAO analysis based on open source inlormahon. 

Note; These numbers represent the lower bound of the number of 6SL-4 labs. Within each of these 
facilities, there may be several independent rooms designated as work areas, each at BSL-4 level. 


While the number is difficult to quantify, many more BSL-3 labs are 
thought to exist compared with BSL4 labs. Many lab owners — when 
building new labs or upgrading existing ones — are building to meet BSL-S 
level containment, often anticipating future work, even though they intend 
for some time to operate at the BSL-2 level with BSL-2 recommended 
agents. In addition, much biodefense work, for example, involves 
aerosoUzation of agents for challenge studies, and most of this type of 
activity is often recommended for containment at the BSL-3 level. 

The expansion of BSL-3 labs is in all sectors. However, the only definitive 
data available are on labs registered with the CDC-USDA Select Agent 


’This is lab was built as a BSL-4 but currently operates as an enhanced BSL-S. 
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Program. Within that program, two-thirds of registered BSLr3 labs are 
outside the federal sector (s^ table 2). 


Table 2: BSL-3 Labs Registered with the CDC and USDA Select Agent Program, by 
Sector 

Sector 

CDC-registered labs 

USDA' registered labs 

Total 


Number 

Number 

Number 

Federal 

291 

167 

458 

Academic 

429 

58 

407 

State 

248 

20 

268 

Private 

74 

69 

143 

Total 

1042 

314 

1356 


GAO’S analysis of COC-USOA data. 


Within the academic sector, for example, NIAID has provided funding for 
13 Regional Biocontainment Laboratories (RBL) to provide regional BSLr3 
capability for academic research requiring such containment. Expansion 
at the state level is also taking place (see table 3). According to a survey 
conducted by the Association of Public Health Laboratories (APHL) in 
August 2004, since 2001 state public health labs have used public health 
preparedness funding to build, expand, and enhance BSL-3 labs.* In 1998, 
for example, APHL found that 12 of 38 responding states reported having a 
state public health laboratory at the BSLr3 level. Today, at least 46 states 
have at least one state public health BSLr3 lab. 


Table 3: BSL-3 Labs in the State Public Health System 


Calendar year 

2001 

2002 


State public health BSL-3 labs 

69" 

_ 


^Association of Public Health Laboratories, Public Health Laboratory Issues in Brief: 
Bioterrorisn Capacity (Washington D.C., April 2005). 
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Calendar year State public health BSL-3 labs 

2003 13^ 

Source: Association ot Public Laboratories, 20(K. 

The Expansion of BSL-3 and 
BSL-4 Labs Is Taking Place 
Generally across the United 
States 


The expansion of BSLr3 labs is widespread across most states. Because of 
the need for individual state response to bioterrorist threats, most states 
now have some level of BSL-S capacity — at least for diagnostic and 
analytical services — in support of emergency response. In addition, within 
the academic research community, the RBLs being constructed by the 
NIAID are intended to provide regional BSLr3 laboratory capacity to 
support NIAID’s Regional Centers of Excellence for Biodefense and 
Emerging Infectious Diseases Research (RCE). Hence, the RBLs are 
distributed regionally around the country. Operational, under 
construction, or currently planned BSL4 labs and some of the m^or BSLr3 
facilities in the United States are shown m figure 1. 


Expansion of BSLr3 and BSL-4 labs is starting to take place geographically 
as well as by sector. For example, before 1990, BSLr4 labs were clustered 
at either USAMRIID at Fort Detrick or at CDC. Today, there are BSL-4 labs 
built, under construction, or in planning in four states other than Maryland 
and Georgia. 


GAO-06-10ST 
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No Federal Agency 
Has the Mission to 
Track High- 
Containment Labs in 
the United States 


No single federal agency has the mission to track etnd determine the risk 
associated with the expansion of BSL-3 and BSLr4 labs in the United 
States, and no single federal agency knows how many such labs there are 
in the United States. Consequently, no one is responsible for determining 
the aggregate risks associated with the expansion of these high- 
containment labs. 

None of the federal j^encies that responded to our survey indicated that 
they have the mission to track and know the number of BSL-3 and BSL-4 
labs within the United States (see table 4). 


Table 4: Federal A^ncies’ Mission to Track and Know the Number of All BSL-3 and 
BSL-4 Labs within the United States 

Agency 

Mission to track 

Know the number 

Department of Commerce 

No 

No 

Department of Defense 

No 

No 

Department of Energy 

No 

No 

Department of Health and Human Services 

No 

No 

Department of Homeiand Security 

No 

No 

Department of Interior 

No 

No 

Department ofJustice 

No 

No 

Department of Labor 

No 

No 

Department of State 

No 

No 

Department of Veterans Affairs 

No 

No 

Environmental Protection Agency 

No 

No 

U.S. Department of Agriculture 

No 

No 


Source: QAO Survey of Federal Apeneies Ittvoived iriih eSL’3 ana BSL-4 Lacs, 2007. 


Some federal agencies do have a narrow mission to track a subset of BSL-3 
and BSLr4 labs, and they do know the number of those labs. For example, 
the CDC and USDA together know the number of high-containment labs 
working with select agents because, by federal regulation, such labs are 
required to register with them. But these regulations only require that the 
entities registering with the Select Agent Program do a risk assessment of 
their individual labs. No agency, therefore, has the mission to determine 
the aggregate risks associated with the expansion of high-containment 
labs that work with select agents. According to the federal agency 
officials, the oversight of these labs is fragmented and relies on self- 
poHcing. 
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While the number and location of all BSL-S and BSL-4 labs is not known, 
several federal agencies indicated that they have a need to know this 
information in support of their agency missions. Some intelligence 
agencies, for example, indicated that they need to know a subset of the 
number and location of h^h-containment labs within the United States 
because these labs represent a capability that can be misused by terrorists 
or people with malicious intent.® Without knowledge of the number and 
location of the BSL-3 and BSL-4 labs, some agencies’ work is made more 
difficult. For example, the FBI has a need to know the number and 
location of BSL-3 and BSLr4 labs for forensic purposes. Without this 
information, the FBI’s work is made more difficult. 

Accordir\g to the experts, there is a baseline risk associated with any high- 
containment With expansion, the aggregate risks will increase. However, 
the associated safety and security risks will be greater for new labs with 
less experience. In addition, high-containment labs have health risks for 
individual lab workers as well as the surrounding commimity. According 
to a CDC official, the risks due to accidental exposure or release can never 
be completely eliminated, and even labs within sophisticated biological 
research programs — including those most extensively regulated — have 
had and will continue to have safety failures. In addition, while some of 
the most dangerous agents are regulated under the CDC-USDA’s Select 
Agent Program, many high-containment labs work with agents not covered 
under this program. Labs outside the Select Agent Program also pose 
risks, given that many unregulated agents can cause severe illness or even 
death (see appendix IV for a list of some agents, but not select agents, 
recommended to be worked on in high-containment labs). These labs also 
have associated risks because of their potential as targets for terrorism or 
theft from either external or internal sources. Even labs outside the Select 
Agent Program can pose security risks in that such labs represent a 
capability that can be paired with the necessary agents to become a threat. 
While the United States has regulations governing select agents, many 
nations do not have any regulations governing the transfer or possession 
of dangerous biological agents. 


®Soine intelligence agencies have a mission to track and a need to know the number of all 
BSL-3 and BSL-4 labs or equivalent abroad. However, they do not know the total number 
of those labs. 
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Lessons Learned from 
Three Recent 
Incidents Highlight 
the Risks Inherent in 
the Expansion of 
High-Containment 
Labs 


We identified six lessons from three recent incidents: failure to report to 
CDC exposures to select agents, in 2006, by TAMU (see appendix V); 
power outage at CDC’s new BSL-4 lab, in 2007; and the release of foot-and- 
mouth disease virus, in 2007, at Pirbright, the U.K These lessons highlight 
the importance of (1) identifying and overcoming barriers to reporting in 
order to enhance biosafe^^ through shared learning from mistakes and to 
assure the public that accidents are examined and contained; (2) training 
lab staff in general biosafety as well as in specific agents being used in the 
labs to ensure maximum protection; (3) developing mechanisms for 
informing medical providers about all the agents that lab staff work with 
to ensure quick diagnosis and effective treatment; (4) addressing 
confusion over the definition of exposure to aid in the consistency of 
reporting; (5) ensuring that BSL-4 labs’ safety and security measures are 
commensurate with the level of risk these labs present; and 
(6) maintenance of high-containment labs to ensure integrity of physical 
infrastructure over time. 


While the Select Agent Program and the rDNA Guidelines have reporting 
requirements, institutions sometimes fail to report incidents. According to 
CDC, there were three specific types of incidents that TAMU officials 
failed to report to CDC: (1) multiple incidents of exposure, including 
illness; (2) specific types of experiments being conducted by researchers; 
and (3) missing vials and animals. 

In addition, in November 2006, during oiu first visit to TAMU — a meeting 
in which all key officials who knew about these incidents were present — 
we asked if there had been any incident in which a lab worker was 
exposed to a select agent. TAMU officials did not disclose any of these 
incidents. Moreover, in August 2007, during our second visit, the biosafety 
officer said that he had conducted an investigation of the incident, in 
which the lab worker was exposed to Brucella, and wrote a report. 
However, the report that was provided to us was dated June 17, 2006, but 
discussed other incidents that had occurred in 2007, a discrepancy that 
TAMU failed to explain to us.“ 


Identifying and 
Overcoming Barriers to 
Reporting 


biosafety officer at TAMU told us the following: He had no training in biosafety but 
was an industrial hy^enist by education and experience. He was asked to take on the 
additional duty of biosafety officer when the previous biosafety officer retired. He was also 
d^gnated as an alternate responsible officer (RO) but did not know what duties he had to 
perform as an alternate RO. 
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According to the literature and discussion with federal officials and 
experts, accidents in labs are expected, mostly as a result of human error 
due to carelessness, inadequate training, or poor judgment In the case of 
theft, loss, occupational exposure, or release of the select agent, the lab 
must immediately report certain information to CDC or USDA. However, 
there is a paucity of information on barriers to reporting by institutions. It 
has been suggested that there is a disincentive to report acquired 
infections and other mish^s at research institutions because of (I) 
negative pubhcity for the institution or (2) the scrutiny from a granting 
agency, which might result in the suspension of research or an adverse 
effect on future funding." Further, it is generally believed that when a 
worker acquires an infection in the lab, it is almost always his or her fault, 
and neither the worker nor the lab is interested in negative publicity. 

In order to enhance reporting, barriers need to be identified and targeted 
strategies need to be applied to remove those barriers. It is also important 
that these incidents be analyzed so (1) biosafety can be enhanced through 
shared learning from mistakes and (2) the public may be reassured that 
accidents are thoroughly examined and contained. One possible 
mechanism for analysis, discussed in the literature, is the reporting system 
used for aviation incidents, administered by the National Transportation 
Safety Board and the Federal Aviation Administration.^^ When mistakes 
are made, they are analyzed and learned from without being attributed to 
any one individual. Experts have agreed that some form of personal 
anonymity would encourage reporting. 


Training Lab Staff in 
General Biosafety, as well 
as in Specific Agents Being 
Used in the Labs 


Training is a key requisite for safe and secure work with dangerous agents. 
Moreover, it is important th^ this training is specific to the agent to be 
worked with and activities to be performed. 

The lab worker at TAMU who was exposed was not authorized to work 
with Brucella but was, we were told, being escorted in the lab only to help 


"High-Containment Biodefense Research Laboratories, Meeting Report and Center 
Recommendations, Biosecurity and, BioterroHsm, vol. 5, 1 (New Rochelle, N.Y.: 

March 2007). 

'^Department of Transportation, Federal Aviation Administration, FAA Procedures for 
Handling National Transportation Safely Board Recommendations (Washington, D.C.: 
Federal Aviation Administration, March 22, 1995). Also see Federal Aviation 
Administration, Accident and Incident Data (Washington, D.C.: Federal Aviation 
Administration, Sept 29, 2006). 
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out with the operating of the aerosolization chamber.'^ According to the 
select agent regulations, all staff are required to be trained in the specifics 
of any agent before they work with it. However, the worker did not receive 
training in the specifics of Brucella, including its characteristics, safe 
handling procedures, and potential health effects. While the worker was 
experienced in general BSL-3 procedures, her normal work regimen 
involved working with Mycobacterium tuberculosis, and her supervisor 
surmised that the differential potential for infection from Brucella was 
partially to blame for the exposure.” 

In particular, the exposed lab worker was highly experienced in handling 
M. tuberculosis, an infectious agent. A lab director of a BSL-2 lab for the 
last 5 years, she had a PhD in medical sciences and was, by many 
accounts, highly competent and reliable. She had applied the procedures 
governing safe work with M. tuberculosis to the Brucella experiment. 
However, her experience with M. tuberculosis might have provided a false 
sense of security. 

Had training been given in Brucella, the worker might have been more 
aware when cleaning the aerosol chamber. Typical routes of infection 
differ between M. tuberculosis and Brucella and normal procedures, 
including gowning and respiratory equipment, vary between the two 
agents. For example, the lab worker wore protective glasses, but they 
were not tight fitting. This was adequate when working with M. 
tuberculosis, but not with Brucella. The investigation concluded that the 
agent entered the lab worker through the eyes. 

According to one expert who has managed high-containment labs, there 
are risks working alternately in 65^2 and BSL-3 labs, with their different 
levels of procedures and practices. The fear is that lab workers may 
develop a routine with BSL-2 procedures that might be difficult to 
consciously break when working with the more dangerous agents and 
activities requiring BSD3 containment. 


‘^According to the CDC, regardless of escort, since the iab worker was not authorized to 
work with Brucelia, having the lab worker help out with the aerosolization chamber during 
the BTUcella experiments constituted unauthorized access to a select agent and violated 
the regulations. 

^Although a person typically has to breathe in M. tuberculosis bacteria to get an infection, 
Brucella can enter the system tlirough mucous membranes such as those in the eyes. 
During the experiment, the lab worker who got exposed had been wearing a respirator that 
filtered the air she breathed as is recommended for work with M. tuberculosis. 
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Developing Mechanisms 
for Informing Medical 
Providers about All the 
Agents that Lab Staff Work 
with 

In the Brucella incident at TAMU, at the time of the exposure on February 
9, 2006, the lab worker did not know she was infected nor did anyone else 
in the lab. In fact, the CDC conducted a routine inspection of TAMU on 
February 22, 2006—13 days after the exposure — but had no way of 
knowing that it had happened. According to the exposed worker, it was 
more than 6 weeks after the exposure that she first fell ill. Then, the first 
consultation with her physician indicated that she had the flu; it was only 
after the symptoms persisted that a consultation with an infectious disease 
specialist confirmed that her blood contained an unknown microorganism. 
It was at this point that she recalled her work with Brucella weeks earlier. 
Confirmation of infection with brucellosis was made on April 16, 2006, by 
the Texas State Pubhc Health Lab — 62 days after the exposure. During 
much of this time, the worker had resumed her normal activities, 
interacting with many people. 

In fact, the exposed lab worker had become seriously ill and the delay in 
recognizing her infection as brucellosis aggravated her condition. Such 
misdiagnosis is not uncommon with infectious diseases, as the initial 
symptoms often appear flu-like and brucellosis is not generally endemic in 
the population. If the worker had not recalled the experiment with 
Brucella and alerted her physician to this fact, according to the GDC, she 
might have developed an even more severe infection, possibly affecting 
her central nervous system or the lining of her heart. 

In this incident, it was also fortunate that the disease was such that 
transmission beyond the initial exposed individual was difficult and that 
there were no risk of spread to the surrounding community. While 
brucellosis is not easily transferred between humans, many agents cause 
diseases that are easily transferred from human to human through 
coughing or fluid transfer, including some agents that are not select 
agents, such as SAKS and tuberculosis. 

According to BMBL, the causative incident for most laboratory-acquired 
infections is often unknown. It can only be concluded that an exposure 
took place after a worker reports illness — with symptoms suggestive of a 
disease caused by the relevant agent — some time later. Since clinical 
symptoms can take weeks to become apparent, during which time an 


Severe consequences for the worker can result from delays in 
(1) recognizing when an exposure has occurred or (2) medical providers’ 
accurately diagnosing any resulting infection. Further, if the worker 
acquires a disease that is easily spread through contact, there can also be 
severe consequences for the surrounding community. 
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infected person may be contagious, it is important that exposure be 
identified as soon as possible and proper diagnosis and prompt medical 
treatment provided. 


Addressing Confusion over in addition to the incident of exposure to Brucella, the CDC noted several 
the Definition of Exposure incidents of potential exposure to Coxiella burnetii that TAMU had failed 
to report. While the Brucella exposure eventually became apparent 
because of clinical symptoms in the lab worker, the C. burnetii incidents 
illustrate situations where the determination of exposure can be more 
problematic. In attempting to address the failure to report, questions were 
raised about what constitutes sufficient evidence of an exposure that the 
entity must report to the CDC. 

One indication of exposure that can be used for C. burnetii and other 
agents is to periodically measure the titer levels — antibody levels — ^within 
the blood serum of lab workers working with those agents. If a person has 
a raised level over his or her baseline level, then a conclusion can be 
drawn that the person has been exposed to the agent. However, there are 
issues with using titer levels as an indication of exposure. For example, 
determining when the exposure took place is not straightforward. 

TAMU has a program of monitoring blood serum for workers with 
C. burnetii — a select agent and the causative agent for Q fever in humans. 
While humans are very susceptible to Q fever, only about one-half of all 
people infected with C. burnetii show signs of clinical illness. During the 
CDC inspection, triggered by the uncovering of the Brucella incident, CDC 
came across clinical records that showed that several lab workers were 
found to have elevated titers for C. burnetii. But no reports had been sent 
to the CDC. The CDC noted this issue and, on April 24, 2007, TAMU 
submitted the required Form 3 to report the possible exposure. 

However, as a result of subsequent discussion with the individuals who 
had the elevated titers, TAMU officials began to have doubts about 
whether or not the elevated titers resulted from exposures that had 
occurred at TAMU. In one case, TAMU said, one of the infected lab 
workers had only recently been hired by TAMU but had worked in a 
clinical lab in China, where C. burnetii was known to have been present 
In another, the worker claimed to have been exposed many years earlier 
and had always registered high, although the actual levels varied. CDC 
officials disagree with this interpretation and believe the high titers 
resulted from exposures at TAMU. 
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TAMU initially responded to the uncovering of the elevated titer incidents 
by reporting, to the CDC, any subsequent elevated titer level uncovered in 
any of their lab workers. But TAMU is now unsure how to proceed. It has 
notified the CDC that, in its opinion, an exposure suggested by an elevated 
titer should be defined to have occurred only after clinical symptoms 
appear in the individual. TAMU has, therefore, ceased reporting incidents 
of merely elevated titers. In the absence of clarity over the definition of 
exposure, TAMU officials have chosen to define it as they see fit. 

When we asked the CDC about the confusion over the definition of an 
exposure, officials agreed that terms need to be clearly defined and are 
drafting new guidance. CDC officials noted, however, that it is unwise to 
wait until clinical symptoms appear before determining that an exposure 
has taken place, as this could potentially endanger a worker’s life and 
potentially, in the case of a communicable disease, others. 


Experts have told us that correctly interpreting the meaning of elevated 
titers — whose characteristics can vary by agent, host, and testing lab — is 
challenging since many serological testing methods have not been 
validated. Gaps in the scientific understanding of infectious diseases — 
such as the meaning of elevated titers — may become more problematic as 
the expansion of labs continues. The development of scientifically sound 
and standardized methods of identifying exposure is critical, so that 
individual lab owners are not left to determine for themselves what is and 
what is not reportable. 


Ensuring that BSL-4 Labs’ 
Safety and Security 
Measures Are 
Commensurate with the 
Level of Risk These Labs 
Present 


An hour-long power outage, in June 2007, at the CDC's newest BSL4 
facility raised questions about safety and security, as well as the backup 
power system design. The incident showed that, even m the hands of 
experienced owners and operators, safety and security of high- 
containment labs can still be compromised. The incident also raises 
concerns about the security of other similar labs being built around the 
nation. 


On June 8, 2007, the CDC campus in Atlanta experienced lightning strikes 
in and around its new BSL-4 facility, and both primary and backup power 
to that facility were unavailable. The facUity was left with only battery 
power — a condition that provides limited power for functions such as 
emergency lighting to aid in evacuation. Among other things, the outage 
shut down the negative air pressure system, one of the important 
components in place to keep dangerous agents from escaping the 
containment areas. In looking into the power outage, the CDC determined 
that, some time earlier, a critical grounding cable buried in the ground 
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outside the building had been cut by construction workers digging at an 
adjacent site. The cutting of the grounding cable, which had gone 
unnoticed by CDC facility managers, compromised the electrical system of 
the facility that housed the BSLr4 lab.‘® 

According to CDC officials, the new BSL-4 facility is still in preparation to 
become fully operational and no live agents were inside the facility at the 
time of the power outage. However, given that the cable was cut, it is 
apparent that the construction was not supervised to ensure the integrity 
of necessary safeguards that had been put in place. 

Further, according to CDC officials, it was not standard procedure to 
monitor the integrity of the electrical grounding of the new BSL-4 facihty. 
However, CDC has now instituted annual testing of the electrical 
grounding ^stem. 

Because of the power outage incident, questions about the design of the 
backup power system for the new facility resurfaced. When the CDC 
designed the backup power system for the new BSLr4 facility, it used 
backup generators at a central utility plant which serve other facilities, as 
well as functions such as chillers, on campus besides the new BSL-4 
facility. According to internal documents provided to us, during design 
phase for the facility, some CDC engineers had questioned the remotely 
placed, integrated design rather than a simpler design using local backup 
generators near the facility. 

According to CDC facility officials, the full backup power capabilities for 
the new BSLr4 facility are not in place yet, but are awaiting completion of 
other construction projects on campus. Once these projects are 
completed, these officials said, the new BSL4 facility will have multiple 
levels of backup power, including the ability to get power from a second 
central utility plant on campus, if needed. But some CDC engineers that 
we talked to questioned the degree of complexity In the design. They are 
worried that an overly integrated backup might be more susceptible to 
failure. As a result of this power outage incident, CDC officials said, the 
CDC is doing a reliability assessment for the entire campus power system, 
which will include the backup power design for the new BSLr4 facility. 


subsequent Uurd-pany investigation determined that the grounding of another building 
housing CDC’s older BSL-4 labs was also compromised in a similar fashion. 
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Some experts have suggested that BSL-4 labs be similar in design to a 
nuclear power plant, with a redundant backup-to-backup power system, 
along with adequate oversight. Like such plants, BSL4 labs are considered 
targets for terrorists and people with malicious intent. Release of an agent 
from any of these labs could have devastating consequences. Therefore, 
appropriate design of l^s and adequate oversight of any nearby 
activities — such as arhacent construction with its potential to compromise 
buried utiKties — are essential. 


Maintenance of High- High-containment labs are highly sophisticated facilities, which require 

Containment Labs specialized expertise to design, construct, operate, and maintain. Because 

these facilities are intended to contain dangerous microorganisms, usually 
in liquid or aerosol form, even minor structural defects — such as cracks in 
the wall, leaky pipes, or improper sealing around doors — could have 
severe consequences. Supporting infrastructure, such as drainage and 
waste treatment systems, must also be secure. 

In August 2007, contamination of foot-and-mouth disease was discovered 
at several local farms near Pirbright in the U.K., the site of several high- 
contamment labs that work with live foot-and-mouth disease virus. Foot- 
and-mouth disease is one of the most highly infectious livestock diseases 
and can have devastating economic consequences. For example, a 2001 
epidemic in the U.K. cost taxpayers over S3 billion, including some SI. 4 
billion paid in compensation for culled animals.'® Therefore, the U.K. 
government officials worked quickly to contain and investigate this recent 
incident 

The investigation of the physical infrastructure at the Pirbright site found 
evidence of long-term damage and leakage of the drainage system 
servicing the site, including cracked and leaky pipes, displaced joints, 
debris buildup, and tree root ingress. While the definitive cause of the 
release has not been determined, it is suspected that contaminated waste 
water from Pirbright’s labs leaked into the surrounding soil from the 
deteriorated drainage pipes and that live virus was then carried offsite by 
vehicles splashed with contaminated mud. 

The cracked and leaky pipes found at Pirbright are indicative of poor 
maintenance practice at the site. The investigation found that 


‘^Department for Environment, Food, and Rural Affairs, Foot and Mouth Disease: 
Applying the Lessons (London, U.K.: National Audit Office, Feb. 2, 2005). 
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Concluding 

Observations 


(1) monitoring and testing for the preventative maintenance of pipework 
for the drainage system was not a regular practice on site and (2) the 
investigation found that a contributing factor might have been a difference 
of opinion over responsibilities for maintenance of a key pipe within the 
drainage system. 

High-contairanent labs are expensive to build and expensive to maintain. 
Adequate funding for each stage needs to be addressed. Typically, in large- 
scale construction projects, funding for initial construction comes from 
one source. But funding for ongoing operations and maintenance comes 
from somewhere else. For example, in the NIAID’s recent funding of the 
13 BSL-3 labs as RBLs and 2 BSL-4 labs as National Biocontainment Labs 
(NBL), the NIAID contributed to the initial costs for planning, design, 
construction, and commissioning. But the NIAID did not provide funding 
to support the operation of these facilities. In this case, the universities 
themselves are responsible for funding any maintenance costs after initial 
construction. 

The Pirbright incident shows that beyond initial design and construction, 
ongoing maintenance plays a critical role in ensuring that high- 
containment labs operate safely and securely over time. Because even the 
smallest of defects can affect safety, ensuring the continuing structural 
integrity of high-containment labs is an essential recurring activity. 


The expansion of BSL-3 and BSLr4 labs taking place in the United States is 
proceeding in a decentralized fashion, without specific requirements as to 
the number, location, activity, and ownership of such labs. While some 
expansion may be justified to address deficiencies in lab capacity for the 
development of medical cotmtermeasures, unwarranted expansion 
without adequate oversight is proliferation, not expansion. Since the full 
extent of the expansion is not known, it is unclear how the federal 
government can ensure that sufficient but not superfluous capacity — that 
brings with it additional, unnecessary risk — is being created. 

The limited federal oversight that does exist for high-containment labs is 
fragmented among different federal agencies, and for the most part relies 
on self-policing. The inherent weaknesses of an oversight system based on 
self-policing are highlighted by the Texas A&M University case. While CDC 
inspected the labs at Texas A&M in April 2006, as part of its routine 
inspection, its inspectors failed to identify that (1) a worker became 
exposed and ill; (2) unauthorized experiments were being conducted and 
unauthorized individuals were entering the labs; and (3) agents and 
infected animals were missing. It was not until a public advocacy group 
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Contacts and 
Acknowledgments 


found out about the Brucella incident and, according to this group, applied 
pressure — by demanding records about the incident — that TAMU reported 
this incident to the CDC. This report prompted the subsequent in-depth 
investigations by the CDC. 

However, this incident raises serious concerns about (1) how well the 
CDC polices select ^ent research being conducted in over 400 high- 
containment labs at various universities around the country, which are 
registered under the Select Agent FTogram, and (2) whether the safety of 
the public is compromised. Moreover, if similar safety breaches are 
occurring at other labs, they are not being reported. And the CDC is not 
finding them either. According to the experts, no one knows whether the 
Texas A&M incidents are the tip of the iceberg or the iceberg. 

Mr. Chairman, this concludes my prepared remarks. I would be happy to 
respond to any questions that you or other members of the subcommittee 
may have at this time. 


For further information regarding this statement, please contact Keith 
Rhodes, at (202) 512-6412 or rhodesk@gao.gov, or Sushil K. Sharma, PhD., 
Dr.PH, at (202) 512-3460 or sharmas@gao.gov. Contact points for our 
Offices of Congressional Relations and Public Affairs may be found on the 
last page of this statement. William Carrigg, Jeff McDermott, Jean 
McSween, Jack Melling, Laurel Rabin, Corey Scherrer, Rebecca Shea, and 
Elaine Vaurio made key contributions to this statement. 
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Appendix I: Scope and Methodology 


To determine the extent of expansion in the number of high-containment 
facilities and the areas experiencing the growth, we interviewed agency 
officials and experts, as well as reviewed documents provided by agencies 
and the Kterature. 

To determine which federal agency has the mission to track and determine 
the aggregate risks associated with the proliferation of BSL-3 and BSLr4 
labs in the United States, we surveyed 12 federal agencies that are 
involved with BSL-3 or BSL-4 labs in some capacity — for example, 
research, oversight, or monitoring. The survey requested information on 
the agency’s involvement with high-contamment labs — specifically, 
whether the agency has a mission to track the number of high-containment 
labs, whether it has a need to know, and whether it knows the number of 
operating BSL-3 and BSL-4 labs. The agencies that received our survey 
include the U.S. Department of Agriculture (USDA); the Department of 
Commerce; the Department of Defense; the Department of Energy; the 
Environmental Protection Agency; the Department of Health and Human 
Services (HHS), including the Centers for Disease Control and Prevention 
(CDC); the Department of Homeland Security, the Department of Interior, 
the Department of Justice, including the Federal Bureau of Investigation 
(FBI); the Department of Labor, including Occupational Safety and Health 
Administration (OSHA); and the Department of States. In addition, we sent 
our survey to intelligence agencies, including the Central Intelligence 
Agency (CIA), the National Counter-Terrorism Center (NCTC); the 
Defense Intelligence Agency (DIA); and the Office of Intelligence Analysis 
within DHS. We also met with officials of the Select Agent Program at both 
the CDC and the USDA to gain additional information about the expansion 
of high<ontainment labs. Finally, we reviewed documents these ^encies 
provided, including pertinent legislation, regulation, and guidance, and 
reviewed scientific literature on risks associated with high-containment 
labs. 

To develop lessons learned from recent incidents at three high- 
contaiiunent labs, we interviewed academic experts in microbiological 
research involving human, animal, and plant pathogens, and conducted 
site visits at selected federal, civilian, military, academic, and commercial 
BSL-3 and BSL4 labs, including the sites involved in the recent incidents. 
Specifically, we conducted site visits to the CDC and Texas A&M 
University (TAMU); talked to the U.K. officials at Health Safety Executive 
and the Department for Environment, Food, and Rural Affairs; and 
reviewed documents and inspection reports. 
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To discuss the incidents at TAMU and the CDC, we conducted site visits 
and interviewed the relevant officials. We also conducted a site visit to the 
CDC and interviewed relevant officials, including the officials of CUH2A, 
Inc. — the contractor who designed the backup power system for the new 
BSL-4 lab in Atlanta — as well as the expert hired by this firm to conduct 
the reliability study for the backup power system. 

We conducted our work from August 2006 through September 2007 in 
accordance with generally accepted government auditing standards 
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Appendix II: Pertinent Regulations 


The regulations governing the Select Agent Program became effective on 
April 15, 1997, and were revised in March 2005. The regulations include six 
primary components: (1) a list of select agents that have the potential to 
pose a severe threat to public health and safety; (2) registration of 
facilities before the domestic transfer of select agents; (3) a process to 
document successful transfer of agents; (4) audit, quality control, and 
accountability mechanisms; (5) agent disposal requirements; and 
(6) research and clinical exemptions. 

For facilities registered with the CDC and the USDA that po^ess, use, or 
transfer select agents, the select agent regulations require (1) an FBI 
security risk assessment for a number of individuals, including each 
person who is authorized to have access to select agents and toxins; 

(2) written biosafety and incident response plans; (3) trmning of 
individuals with access to select agents and of individuals who will work 
in or visit areas where select agents or toxins are handled and stored; 

(4) a security plan sufficient to safeguard the select agent or toxin against 
unauthorized access, theft, loss, or release, and designed according to a 
site-specific risk assessment that provides protection in accordance with 
the risk of the agent or toxin; (5) possible inspection by the CDC or USDA 
of the facility and its records before issuance of the certificate of 
registration; (6) maintenance of records relating to the activities covered 
by the select ^ent regulations; and (7) facility registration with the CDC 
or the USDA that indicates (a) each select agent ^at the entity intends to 
possess, use, or transfer, (b) the building where the agent will be used and 
stored; (c) the laboratory safety level; (d) a list of people authorized to 
have access to each select agent; (e) the objectives of the work for each 
select agent; including a description of the methodologies or laboratory 
procedures to be used; (f) a description of the physical security and 
biosafety plans; and (g) assurance of security and biosafety training for 
indiriduals who have access to areas where select agents are handled and 
stored. 
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Appendix III: The Select Agents and Toxins 
List 


HHS Select Agents and Toxins 
Abrin 

Gercopithecine herpesvirus 1 (Herpes B virus) 

Coccidioides posadasii 

Conotoxins 

Grimean-Gongo haemorrhagic fever virus 

Diacetoxyscirpenol 

Ebola vims 

Lassa fever virus 

Marburg virus 

Monkeypox virus 

Reconstructed 1918 influenza virus' 

Ricin 

Rickettsia prowazekii 
Rickettsia rickettsii 
Saxitoxin 

Shiga-like ribosome inactivating proteins 
South American Haemorrhagic Fever viruses 
Flexal 
Guanarito 
Junin 
Machupo 
Sabia 

Tetrodotoxin 

Tick-borne encephalitis complex (flavi) viruses 
Central European Tick-borne encephalitis 
Far Eastern 'Hck-bome encephalitis 
Kyasanur Forest disease 
Omsk Hemorrhagic Fever 
Russian Spring and Summer encephalitis 
Variola major vims (Smallpox virus) and 
Variola minor virus (Alastrim) 

Yersinia pestis 

USDA Select Agente and Toxins 
African horse sickness virus 
African swine fever virus 


'Reconstnicted replication-competent forms of the 1918 pandemic influenza virus 
containing any portion of the coding regions of aU eight gene segments. 
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Akabane virus 

Avian influenza virus (highly pathogenic) 

Bluetongue virus (Exotic) 

Bovine spongiform encephalopathy agent 
Camel pox virus 
Classical swine fever virus 
Cowdria ruminantium (Heartwater) 

Foot-and-mouth disease virus 
Goat pox virus 
Japanese encephalitis virus 
Lumpy skin disease virus 
Malignant catarrhal fever virus 
(Alcelaphine herpesvirus type 1) 

Menangle virus 

Mycoplasma capricolum/ M,F38/M. mycoides Capri 
(contagious caprine pleuropneumonia) 

Mycoplasma mycoides mycoides 
(conta^ous bovine pleuropneumonia) 

Newcastle disease virus (velogenic) 

Peste des petits ruminants virus 
Rinderpest virus 
Sheep pox virus 
Swine vesicular disease virus 
Vesicular stomatitis virus (exotic) 

Overlap Select Agents and Toxins 

Bacillits anthy'ocis 
Botulinum neurotoxins 

Botulinum neurotoxin producing species of Clostridium 
Brucella abortus 
Brucella melitensis 
Brucella suis 

Burkholderia mallei fformerly Pseudomonas mallei) 

Burkholderia pseudomaUei fformerly Pseudomonas pseudomallei) 

Clostridium perfringens epsilon toxin 

Coccidioides immitis 

CoxieUa burnetii 

Eastern Equine Encephalitis virus 

FranciseUa tularensis 

Hendra virus 

Nipah virus 

Rift Valley fever virus 

Shigatoxin 

Staphylococcal enterotoxins 
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T-2 toxin 

Venezuelan Equine Encephalitis virus 

USDA Plant Protection and Quarantine (PPQ) Select Agents and 
Toxins 

Candidatus Liberobacter (tfricanus 
Candidatus Liberobacter asiaticus 
Peronosclerospom pkilippinensis 
Ralstonia solanacearum race 3, biovar 2 
Schlerophthora rayssiae var zeae 
Synchytrium endobioticum 
Xanthomonas o'i'yzae pv. Oryzicola 
Xylellafastidiosa (citrus variegated chlorosis strain) 
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Appendix IV: Biological Agents 
Recommended for BSL-3 or BSL-4 
Containment that Are Not Select Agents 


There are a number of biological agents causing severe illness or death 
that are not select agents. For example, there are five agents that are 
recommended for containment at BSLr4 because of (1) their close 
antigenic relationship with a known BSLr4 agent and (2) the fact that there 
is insufficient experience working with them (see table 5). 


Table 5; Nonselect Agents Recommended for BSL-4 Containment 

Agent 

Family 

Absettarov 

Flavivirus 

Alkhumra 

Flavivirus 

Hanzalova 

Flavivirus 

Hypr 

Flavivirus 

Kumlinge 

Flavivirus 


Source: GAO analysis o> BMBL aaia, s* EcNiion 


BMBL containment and safety recommendations for B, anthracis, the 
causative agent for anthrax and a select agent, are to include the use of 
BSL-2 practices, containment equipment, and facilities for clinical and 
diagnostic quantities of infectious cultures. However, BSLr3 practices, 
containment equipment, and facilities are recommended for (1) work 
involving production quantities or high concentrations of cultures, 
screening environmental samples especially with powders, and (2) for 
activities with a high potential for aerosol production. Safety and 
containment recommendations for some agents, which are not regulated 
under the Select Agent Program, are as strict or stricter than the 
recommendations for B. antkracis. Some nonselect agents, to which 
containment recommendations at BSL-3 under certain conditions apply, 
are listed in table 6. 
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Table 6: Some Nonselect Agents Requiring BSL-3 Containment under Certain 
Conditions 

Agent 

Disease 

Bordetella pertussis 

pertussis {whooping cough) 

Chlamydia psittad 

psittacosis 

Mycobacterium tuberculosis convex 

tuberculosis 

Neisseria gonorrhoeas 

gonorrhea 

Neisseria meningitidis 

meningitis, septicema 

Salmonella typhi 

typhoid fever 

Hepatitis B, C, and D viruses 

hepatitis B, hepatitis C 

Human herpesvirus 

herpes simplex et al. 

Noncontemporary hunun influenza strains (H2N2) 

influenza 

Lymphocytic choriomeningitis virus 

aseptic meningitis, encephalitis 

Lyssaviruses 

rabies 

Retroviruses 

HIV 

SARS coronavirus 

SARS 


Souros: GAO anaiy«is o( BMBL <)ala. $* Eowon 
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Appendix V: Description of Incidents at Texas 
A&M University 


TAMU is registered with CDC’s Select Agent Program and approved for 
work on several select agents. TAMU has several BSL-3 laboratories and 
works extensively on animal diseases, including those caused by the select 
scents Brucdla melitensis. Brucella abortus, and Brucella suis. Brucella 
can cause bruceUosis in humans, a disease causing flu-like symptoms such 
as fever and fatigue. But in severe cases, it can cause infections of the 
central nervous system. TAMU is also registered for use of Coxiella 
burnetii, an animal agent that can cause Q fever in humans. 

According to the CDC, in February 2006, a lab worker was helping out 
with an experiment to aerosolize Brucella. The lab worker had no 
familiarity with the specifics of working with Brucella, but did have 
experience working with the aerosol chamber. It was determined that the 
lab worker got exposed to the agent during cleaning of the chamber after 
the experiment was run. 

At the time of the exposure, neither the exposed worker nor anyone else 
had any indication that an exposure had taken place. In fact, CDC 
inspectors were on campus days after the Brucella exposure for a routine 
inspection but uncovered nothing that alerted them to the fact that an 
incident had taken place.’ Symptoms did not start to appear in the exposed 
worker until more than a month after the exposure, and then the 
symptoms were flu-like. Confirmation of brucellosis was not made until 
another month had passed and symptoms had worsened. However, once 
the brucellosis determination had been made, the worker notified 
appropriate authorities at TAMU. But no report was subsequently made to 
the CDC as required by federal regulation and a year passed before — ^by 
chance — an independent watchdog group reviewing unrelated 
documentation,^ acquired through the Freedom of Information Act 
(FOIA),® uncovered the lapse in reporting and forced TAMU to notify the 
CDC. 

The subsequent investigation by the CDC revealed a number of other 
violations of the select agent regulations including (1) TAMU was not 
authorized to aerosolize Brucella in the first place; (2) a number of lab 


‘The CDC inspected labs at TAMU on Febraary 22, 2006, and documented 47 facility 
“departures.” but did not note any of the violations later uncovered. 

Sunshine Project, Mandate for Failure, The State of Institutional Biosafety 
Committees in an Age of Biological Weapons Research (Austin, Texas, Oct. 4, 2004). 

”5 U.S.C. § 552. 
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workers from another BSL-3 lab had tested positive for Coxiella antigens 
in their blood serum, suggesting potential exposures had taken place for 
that agent as weU, but without reports going to CDC; (3) unauthorized 
access to select agents and toxins; (4) missing vials and animals; (5) and 
other protocol and procedural deficiencies. 

On April 20, 2007, the CDC issued a cease-and-desist order for all work on 
Brucella within the affected high-containment lab, as well as all 
aerosolization work at TAMU involving select agent and toxins. That order 
was subsequently expanded to include all work with select agents and 
toxins at TAMU— -the first time the CDC has ever issued such an order 
entitywide under the select agent regulations. That order remains in effect 
as of the date of this testimony. 
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Mr. Stupak. Thank you, Dr. Rhodes. Dr. Sharma, you do not 
have an opening statement, sir? 

Mr. Sharma. No. 

Mr. Stupak. OK. For the record, without objection, Mr. Dingell’s 
statement will he submitted for the record. 

I am sure Mr. Whitfield has one and when he comes up, it will 
be submitted for the record, as well as opening statements of other 
members of the subcommittee. 

The prepared statements of Messrs. Dingell and Whitfield fol- 
low:] 

Prepared Statement of Hon. John D. Dingell, a Representative in Congress 
FROM THE State of Michigan 

Mr. Chairman, thank you for holding this important hearing. I congratulate you 
for shining some much-needed light on the hidden world of bio-research, and I look 
forward to assisting you in this investigation as we go forward. 

The central question raised by these hearings is simply this: Are these high-level 
biosafety laboratories safe? 

The fact is that we just don’t know. According to the Government Accountability 
Office (GAO), no single Federal agency even knows how many high-level biosafety 
labs there are or where they are, much less whether they are safe and secure. More- 
over, no one Federal agency has the responsibility for tracking these labs and ensur- 
ing their safe operation. 

Even though no one seems to know how many labs there are, the National Insti- 
tutes of Health has energetically funded the construction of new high-containment 
biosafety labs all over the country, to the tune of more than $1 billion over the past 
5 years. It is unclear whether anyone has based these funding decisions on a quan- 
tifiable assessment of need. Mr. Chairman, I intend to ask GAO to review this 
spending, to provide an overall accounting of how much was spent, where it was 
spent, and on what basis. 

Although we don’t know how many labs there are, GAO and other witnesses will 
testify that the number of high-level biosafety labs has increased dramatically over 
the last decade. For example, at the height of the Cold War, and as little as 10 years 
ago, this country had only two Level-4 laboratories — laboratories that handle deadly 
diseases that have no cure: one at the Centers for Disease Control and Prevention, 
and one belonging to the Army at Ft. Detrick, Maryland. 

By next year, there will be 12 such labs in operation. Do we really need 12 labora- 
tories that operate at the very highest level of security? Is there a good reason for 
creating these labs or have we simply begun an arms race against ourselves? 

I had hoped that the Department of Homeland Security would be here today to 
assist us in answering some of these questions. I was surprised and displeased, how- 
ever, to learn that even though DHS is responsible for homeland security, it de- 
clined our invitation to testify on the grounds that they were too busy and otherwise 
engaged. 

Perhaps we need to consider compelling the attendance of the proper DHS offi- 
cials at our next hearing. That would also provide DHS with an opportunity to ex- 
plain their proposal to close the Plum Island Animal Disease Center off the coast 
of New York and move it to the mainland. 

Plum Island is where the Department of Agriculture has for decades conducted 
research on foot-and-mouth disease. Much to their credit, they have done so safely 
and securely, and apparently without incident. 

The DHS proposal to close Plum Island and move foot-and-mouth virus to the 
mainland U.S. is utterly baffling. Foot-and-mouth is one of the most contagious dis- 
eases in the world. We know from recent incidents in the U.K. that it can escape 
from even a high-level biosafety lab. And we know that any release of the foot-and- 
mouth virus could have a devastating effect on the U.S. livestock industry, just as 
it did in the U.K. in 2001. Why then would DHS propose to move this Level-3 biolab 
that works with the most dangerous animal diseases in the world from Plum Island 
to the heart of farm country? 

I look forward to this committee’s investigation of the Plum Island issue as part 
of this series of hearings on biosafety laboratories. 

Mr. Chairman, I thank you for your recognition and look forward to the testimony 
of the witnesses. 
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Opening Statement of the Honorable Ed Whitfield 
Ranking Member, Subcommittee on Oversight and Investigations 

“Germs, Viruses, and Secrets: The Silent Proliferation of Bio- 
Laboratories in the United States” 

October 4, 2007 

Thank you, Chairman Stupak. I am pleased to join you in investigating the 
safety and security issues surrounding the proliferation of our nation’s bio- 
laboratories. Oim examination will focus on laboratory biological research 
categorized at the two highest safety levels - Biosafety Level 3 and 
Biosafety Level 4. BSL 3 labs are used to study biological agents that are 
potentially deadly and transmissible, which require certain safety equipment 
and procedures such as special ventilation systems. BSL 4 labs handle the 
most dangerous agents for which there is no vaccine or treatment available, 
and therefore incorporate even more safety features. 

The safety, security, and proliferation of bio-laboratories in our country need 
to be reviewed to ensure that the inherent risks associated with this type of 
research remain low. As members of Congress we need to be good managers 
and stewards of the tax-payers money while at the same time protecting the 
public’s health and safety. 

As a nation, we seek to advance public health and to confront the threat of 
bioterrorism. We need bio-labs to improve our bio-defense research and 
develop vaccines to reduce the risk of dangerous and deadly diseases and 
pathogens. Today we are here to begin establishing what is appropriate in 
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terms of lab capacity, technologies, and regulations for a swift reaction in a 
time of need. In response to 9/11 and the anthrax attacks. Congress 
increased binding to upgrade our nation’s bio-defense program. The 
National Institute of Allergy and Infectious Diseases (NIAID), which funds 
much of the lab research and construction, spent about $41 million on bio- 
defense labs in 2001 compared to spending $1.6 billion last year. NIAID has 
also spent about $3 billion on bio-defense research. With such a steep 
increase in funding and rapid expansion of the lab network, it is time to re- 
examine the federal regulatory system to ensure safety and efficiency. 

Federal regulation of bio-laboratories is basically a hodge-podge of agencies 
and regulatory coverage. For example, the Centers for Disease Control 
(CDC) regulate labs that handle select agents posing a threat to human 
health. The Department of Agriculture’s Animal and Plant Health 
Inspection Service regulates labs that handle select agents posing a threat to 
animal health. The National Institutes of Health is involved in the oversight 
of NIH-funded labs handling recombinant DNA. For some pathogens, such 
as hantavirus and SAKS, there does not appear to be any Federal agency 
overseeing possession, use, and transfer. Except for select agents, there is 
no standard reporting system for accidents involving releases or infections. 

Considerable confusion exists as to which federal agency has the mission 
and responsibility to monitor and oversee the increasing number of BSL 3 
and 4 laboratories. The actual number of BSL-3 labs remains unknown, with 
reported numbers ranging anywhere from around 300 to 1,400. According 
to the testimony fi-om the Government Accountability Office (GAO), no 
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single federal agency has the mission to track the overall number of BSL-3 
and BSL-4 labs in the United States. 

We will also hear from the GAO and the CDC about several specific 
incidents involving both federal and non-federal bio-safety laboratories. 
More than 100 accidents and missing shipments have been reported to the 
CDC since 2003. We are not here today to solely criticize and focus on what 
happened, but rather to emphasize what we have learned from these 
experiences and how to prevent them from happening again. 

The fragmented oversight and lack of basic general data uncovered in this 
investigation resembles findings from our oversight in the last Congress of 
human tissue samples at the National Institutes of Health. We knew that 
important scientific research was being done with the tissue samples, but 
adequate databases, controls and regulations were lacking. 

This is a good opportunity to get more facts on the table and in the open. I 
think this is a preliminary hearing where I hope we can begin to get some 
answers to the questions being raised today. If the Subcommittee wishes to 
pursue additional hearings on this subject, we may want to consider having 
witnesses from the Department of Justice, the Department of Homeland 
Security, the Office of Inspector General at the Department of Health and 
Human Services, and the American Society for Microbiology, among others. 

Thank you Mr. Chairman. I want to welcome and thank all of our witnesses 
for testifying today. 
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Mr. Stupak. We will begin with questioning, 5 minutes each. I 
will begin. Dr. Rhodes, you mentioned select agents, how many se- 
lect agents are there? These select agents being done at these labs. 
Is it 72? 

Mr. Rhodes. Seventy-two. 

Mr. Stupak. OK. One of your last statements, you indicated that 
there are other labs out there. You mentioned these 400 and some 
high-containment labs. But there are other labs out there doing 
other research on potentially dangerous agents and viruses and 
diseases, is that correct? 

Mr. Rhodes. Correct. 

Mr. Stupak. Do you know how many other labs that are out 
there that are not considered high-containment labs? 

Mr. Rhodes. No. That would be a larger number than the ones 
that are labeled high-containment. 

Mr. Stupak. Of these other labs, are they Government-sponsored 
labs, as in research being done at the direction or request of the 
Federal Government? 

Mr. Rhodes. Not necessarily. 

Mr. Stupak. OK. But possible? 

Mr. Rhodes. Possibly. 

Mr. Stupak. So agents such as SARS, dengue fever, hantavirus, 
they are not on these select agents? 

Mr. Rhodes. Correct. 

Mr. Stupak. And that research could be done in other labs that 
we do not know about? 

Mr. Rhodes. Correct. 

Mr. Stupak. And these are just as deadly as an Ebola outbreak? 

Mr. Rhodes. Could be, potentially, yes. 

Mr. Stupak. OK. In your testimony you said you surveyed 12 
Federal agencies involved with these high-containment labs, is that 
correct? 

Mr. Rhodes. Yes. 

Mr. Stupak. And several of these agencies have a need to know 
within their agencies how many level 3 and how many level 4 labs 
are in the United States and where they are located, is that cor- 
rect? 

Mr. Rhodes. That is correct. 

Mr. Stupak. If I read your testimony correctly of these 12 agen- 
cies, none of them, not Homeland Security, not the Center for Dis- 
ease Control, not the FBI, none of the agencies actually know how 
many level 3 or level 4 labs are out there? 

Mr. Rhodes. Correct. 

Mr. Stupak. OK. The number of BSL-4 labs, those labs that 
handle the most dangerous and lethal diseases, have increased 
from two labs prior to 1990 to 15 today, is that correct? 

Mr. Rhodes. With one in planning. At least one is still in plan- 
ning right now. 

Mr. Stupak. OK. You know, this committee also has jurisdiction, 
we have done investigations into our nuclear weapons research in 
Los Alamos and others. And it seems like in the field of nuclear 
we limit the number of labs doing dangerous work so we can keep 
the research closely regulated, under tight security, under Govern- 
ment control and consolidated in a few locations rather than spread 
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across the country. With the BSL-4 labs, we could conceivably 
have an outbreak of something, Ebola or whatever virus spread 
amongst the 15 different labs with varying levels of physical secu- 
rity. Should not Congress want these diseases in fewer hands and 
fewer locations rather than more locations and more people dealing 
with it? 

Mr. Rhodes. Well, from having come out of the nuclear weapons 
lab program — I mean, that is my background, is in nuclear weap- 
ons side. That was the direction that we took in the establishment 
of the labs that are authorized to work with nuclear weapons mate- 
rial, particularly special nuclear material. Part of that is risk. Two 
laboratories were established so that there was competition be- 
tween the laboratories. The idea being that you come up with a 
better idea through the competitive designs. But you do not expand 
beyond two. The more BSL-4 laboratories there are, the more op- 
portunities for mistakes. The more opportunities there are for a re- 
lease. BSL-4 handles the most dangerous biological agents. They 
are the ones in some cases for which there are no medical counter- 
measures. And so narrowing the field and bringing the number 
down reduces your risk because each one of these laboratories does 
have a baseline risk to it. 

Mr. Stupak. And one of the risks that Congress was concerned 
about was terrorism, right? 

Mr. Rhodes. Absolutely. 

Mr. Stupak. So the more labs you have out there, the more op- 
portunity, if you will, for something to go wrong to fall into the ter- 
rorists’ hands. 

Mr. Rhodes. The more laboratories you have, the more staff you 
have. 

Mr. Stupak. Correct. 

Mr. Rhodes. The more staff that you have to perform back- 
ground investigations on. The more people who are possible to be 
compromised. The more material that has to be moved in order to 
go from point A to another lab. It becomes an extremely complex 
management of material problem. 

Mr. Stupak. After the anthrax problems we had in this country 
in the fall of 2001, Congress charged the labs to develop medical 
countermeasures. 

Mr. Rhodes. Yes. 

Mr. Stupak. Could you find anything where they said to build 
more labs? 

Mr. Rhodes. I have not found anything that said, as a result of 
that, build more labs. Now, the NIAID pointed out an extreme gap 
in the laboratory structure for countermeasure research but from 
the Government’s direct perspective and the directives out to both 
industry and the scientific community and all that, it was counter- 
measures, not specifically build laboratories. 

Mr. Stupak. Just one more and if you know the answer, maybe 
you do not. There is a level 4 lab right near here in Bethesda, cor- 
rect? 

Mr. Rhodes. That is correct. 

Mr. Stupak. Did you check that lab? 

Mr. Rhodes. That is one of the labs that we researched. 



55 


Mr. Stupak. Are they doing any hot stuff there at level 4 at Be- 
thesda? 

Mr. Rhodes. If I understand correctly, they are at level 3 at the 
moment. They are only handling level 3 agents. 

Mr. Stupak. But they are licensed or not licensed hut they are 
a level 4 lah? 

Mr. Rhodes. Yes, they are a level 4 containment. 

Mr. Stupak. So it is capacity not being utilized, it is already 
built? 

Mr. Rhodes. That is correct. 

Mr. Stupak. OK. Mr. Barton for questions please. 

Mr. Barton. Thank you, Mr. Chairman. The implication in the 
written report is that we have too many of these level 3 and level 
4 biolabs. What would a good number be? 

Mr. Rhodes. I do not know what a good number would be, sir. 
The point that we are trying to stress in the report is that no one 
knows what the number is. Decomposing from capacity require- 
ment to figure out what the number is. If labs are being built just 
because money is available and not necessarily to meet a 

Mr. Barton. Well, based on the need as you see it today, do we 
need more or less? 

Mr. Rhodes. I do not know whether we need more or less but 
we need to know the ones that we have and we need to know what 
they are doing. 

Mr. Barton. The report does not seem to think — I mean, I get 
the implication that the report indicates we have too many. I do 
not care if you say 10 or 100 or 2. 

Mr. Rhodes. The point of the report is that there is too many 
at the moment for the level of oversight that is being provided. So 
it is stretched beyond the ability of the fragmented and decentral- 
ized oversight that exists now. 

Mr. Barton. So you are not worried about 

Mr. Rhodes. If the oversight is going to stay the way it is, we 
need less labs because the oversight that is there right now cannot 
keep up with the number and the expansion that is going 

Mr. Barton. When you say the oversight right now, what do you 
mean by the oversight? Do we have too many agencies? Are the 
agencies we have not doing a good job? 

Mr. Rhodes. Well, we have no single agency. We have no agency 
that actually knows what the number is and when we go out to the 
agencies, we still cannot get what the number is. 

Mr. Barton. All right. How many agencies can fund one of these 
level 3 or level 4 laboratories? 

Mr. Rhodes. Well, at the moment I think it would be 15. 

Mr. Barton. So there is 15 different Federal agencies that can 
fund these laboratories. 

Mr. Rhodes. I think so. 

Mr. Barton. Is that correct? 

Mr. Rhodes. Yes, I think so. 

Mr. Barton. How many should there be? Should we only let one 
agency fund them? 

Mr. Rhodes. No, you can let them all fund, that is fine but who 
is going to provide the oversight and make certain that there is 
cross communication between those organizations that are funding. 
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as well as those organizations that are providing the oversight? 
Right now it is a very fragmented environment. 

Mr. Barton. So you do not have a problem that 15 different Fed- 
eral agencies can fund these. Your problem is or the GAO’s prob- 
lem, not your personal problem, but is it the agencies that fund 
these labs do not coordinate between each other on oversight. Is 
that correct? 

Mr. Rhodes. That is part of it and they are not coordinating on 
the actual need for the laboratories. So a particular department 
has funding and it says it has a need and it goes and funds a lab- 
oratory when, for example, let us take Texas A&M. 

Mr. Barton. Just out of pulling a name out of a hat. 

Mr. Rhodes. Just pulling a name out of a hat. As you said in 
your opening statement, they will be the model laboratory. Well, 
why should not they be funded by multiple agencies and make cer- 
tain that there is coordination amongst the funding so that the re- 
quirements are met and why should not it be that their oversight 
is coordinated as well so it is not fragmented? 

Mr. Barton. I would think, to pull a name out of a hat, Texas 
A&M would love to have multiple sources of funding. 

Mr. Rhodes. I would imagine so. I would imagine many other ex- 
isting laboratories would like that too. The problem is that, as the 
number of labs increases, the risk increases and, as that risk in- 
creases, the oversight becomes more difficult. As the oversight be- 
comes more difficult, the transparency of what is going on in the 
laboratory goes away and that is the major concern. If the United 
States Government decides in consultation with the Congress re- 
garding funding that there need to be 15, 20 , 50 BSL-4 labs and 
there are needs for it and there is adequate safety and security as- 
sociated with it and there is adequate coordinated oversight and it 
is meeting adequate requirements definition, so be it. 

Mr. Barton. If you had to pick one agency today to be the lead 
coordinator for this new oversight system, which agency would that 
be? 

Mr. Rhodes. I cannot say that at this moment but we will report 
that out in the recommendations in our final report. These are our 
preliminary findings but we will report that out in our final report. 

Mr. Barton. Is there an existing agency that is capable of being 
the lead agency for oversight that is already in existence? Can you 
answer me that question? 

Mr. Rhodes. I do not know if I can answer that question. Let me 
give you just one point I would make about that oversight. The 
oversight has to be completely independent. The oversight cannot 
come from someone who is operating a lab. I will give you the ex- 
ample from the Pirbright incident in the United Kingdom. I will be 
very, very surprised if anyone is ultimately held liable for the re- 
lease of Foot and Mouth virus from that laboratory because the op- 
erator of the lab is the regulator. There was a private laboratory 
on the Government facility. Funding was coming from multiple di- 
rections. Multiple kinds of research was being done. I do not think 
they will be able to figure out who is ultimately responsible for the 
leak and who is ultimately accountable for it. And one of the com- 
plicating factors is that DEFRA, which is their version of the De- 
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partment of Agriculture, is the operator of that laboratory, as well 
as the oversight. 

Mr. Barton. I have two more questions, Mr. Chairman. I know 
that my time is expired. The first question is, should these type of 
laboratories be allowed at academic institutions generically? 

Mr. Rhodes. Yes, I do not see why not. I mean, that is the 

Mr. Barton. So it is not a problem per se that it is at an aca- 
demic institution? 

Mr. Rhodes. It is absolutely not an issue of where the laboratory 
is located. Obviously, people are going to have to have open hear- 
ings about where it should be. It is not a question of academia. 

Mr. Barton. Last question, Mr. Chairman. The laboratory at 
Texas A&M, was it level 3 or level 4, do you know? 

Mr. Rhodes. It is a level 3. 

Mr. Barton. Thank you. Thank you, Mr. Chairman. 

Mr. Stupak. Just a question. I mentioned about Bethesda being 
3 and Mr. Barton mentioned about level 3. If a lab goes from 3 to 
4, is the community around it aware or told what the agent or that 
is known? 

Mr. Rhodes. It may not be. 

Mr. Stupak. There is no requirement either way? 

Mr. Rhodes. I have not seen any documentation so far that there 
has to be a public hearing about a laboratory being allowed to go 
from 3 to 4. There may be a requirement for a public notice but 
I have not seen documentation that says that so far. 

Mr. Stupak. I mentioned in my opening that we intend to also 
examine level 3 and 4 labs internationally and we intend to exam- 
ine the proposal to close Plum Island and relocate the foot-and- 
mouth disease research to the mainland. Will GAO continue to 
work with the committee on that investigation research? 

Mr. Rhodes. Yes. 

Mr. Stupak. OK, thank you. Ms. DeGette for questions please. 

Ms. DeGette. Thank you very much, Mr. Chairman, and I ap- 
preciate you holding these hearings which are continuations of 
hearings this committee has done for a number of years. I was tell- 
ing staff about several years ago when I went to the level 3 lab, 
the CDC lab, up in Fort Collins, Colorado. And the lab at that 
time, they had vector-borne agents there and these vector-borne 
agents were being stored in a modular unit behind the building 
that had weeds growing up from the floor and it had flies flying — 
these are vector-borne agents and I am happy to report that since 
I visited that and with the assistance of my former colleague. Bob 
Shaffer, we succeeded in having a new CDC lab built there. I as- 
sume they have eliminated the weeds and the flies. But I was real- 
ly dismayed about your testimony that we now have a proliferation 
of these level 3 and 4 labs since 2001. Doctor, I am wondering if 
you can tell us why you think that we have had such a prolifera- 
tion of these labs? 

Mr. Rhodes. There is a perceived gap, and actually stated by 
NIAID, that there is a need post-fall of 2001 events with the an- 
thrax through the mail, for a response network to a future terrorist 
event. Also a perceived need for ability to do research on counter- 
measures. And as a result of that, as I stated, both the administra- 
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tion and the Congress have given funding to meet this require- 
ment. 

Ms. DeGette. And that is going to a wide range of types of pri- 
vate and public entities? 

Mr. Rhodes. Yes, ma’am. 

Ms. DeGette. So there has been no distinction made. I think you 
pointed this out. There has been no distinction made between gov- 
ernmental oversight and private or academic labs, correct? 

Mr. Rhodes. That is correct. 

Ms. DeGette. And is it your view — I know you told Mr. Barton 
that you did not have an opinion yet on which agency should be 
the lead agency in overseeing these labs but my question is, do we 
even want more than one agency overseeing level 3 and 4 labs 
right now? We have got the CDC, the USD A, the DOD and others. 
Do we want a coordinating lab or do we want just one single agen- 
cy with authority over regulation of all of these labs? 

Mr. Rhodes. That would ultimately be the simplest answer. 

Ms. DeGette. One agency coordinating. 

Mr. Rhodes. One agency. But that said, the agency that does the 
oversight will ultimately end up being a coordinating agency be- 
cause they will have to go to each of the departments and agencies 
that are funding and go to any of the laboratories and will have 
to coordinate with them relative to requirements and all that. 

Ms. DeGette. But the advantage would be you would have one 
set of standards that would be implemented, correct? 

Mr. Rhodes. That is correct. 

Ms. DeGette. Dr. Sharma is nodding in agreement. And so 
when do you think you will have your recommendation as to what 
that agency and process should be? 

Mr. Rhodes. Our schedule right now is to issue our final report 
in February. 

Ms. DeGette. February 2008? 

Mr. Rhodes. Yes, 2008. 

Ms. DeGette. Thank you. 

Mr. Rhodes. And we will have to put it out for comments, so I 
would say probably by March. 

Ms. DeGette. OK. Now, as I mentioned, not all of these level 3 
and 4 labs are federally supported. Some of them are State sup- 
ported or even private. I am wondering if these non-federally fund- 
ed labs have unique concerns about which we should be aware and 
which we should think about as we think about further regulation. 

Mr. Rhodes. A non-federally funded laboratory is, in effect, an 
information black hole, so you do not have any insight into it. Un- 
less they are part of the select agent program or they are federally 
funded, the United States Government will not have any insight 
into who owns it, where it is, what they are doing. 

Ms. DeGette. What their protocols are. 

Mr. Rhodes. Absolutely. 

Ms. DeGette. And what can Congress do to address that issue? 

Mr. Rhodes. That would be part of the charter, I guess of the 
new oversight. They would have to have powers of authority to talk 
to and gain information from all BSL-3 and 4 laboratories, not just 
the ones that the Government has oversight of because it is a pub- 
lic safety issue. 



59 


Ms. DeGette. What you are saying, I think based on your expe- 
rience with the nuclear labs, what we would have to say is, if a lab 
had in its possession a certain type of these agents, they would 
automatically be regulated federally and it is not happening now. 

Mr. Rhodes. Well, let us look at nuclear power for example. You 
have the Nuclear Regulatory Commission. Well, the Nuclear Regu- 
latory Commission is not just talking about commercial power. 

Ms. DeGette. Right. 

Mr. Rhodes. Talking about anyone who is handling a radio nu- 
clide. 

Ms. DeGette. Right. 

Mr. Rhodes. So if your transportation person who is using ce- 
sium gauges in order to figure out the depth of a freeway. 

Ms. DeGette. Right. But what 

Mr. Rhodes. You are licensed. 

Ms. DeGette. And what I am saying is, right now we do not 
have that same authority over these biologic agents. 

Mr. Rhodes. Absolutely. 

Ms. DeGette. If someone can just set up one of these labs and 
if it is privately funded then, what you are saying is, we are not 
regulating that. 

Mr. Rhodes. Correct. 

Ms. DeGette. Yes, Dr. Sharma wants to add 

Mr. Sharma. I would add, this is a very essential issue because 
these BSL-3 and 4 labs in the United States do not need any kind 
of permit other than building permits if they are not receiving any 
Federal funds. There is no certification requirements. They can op- 
erate. In addition to that, we have additional problems. There are 
these mobile labs. You can build it. So it is a very complex issue 
and right now, our system is, there is no way for any agency to 
know but we are looking at some other systems in other countries. 
There are requirements to see the extent of which those systems 
could be applied here and we will be reporting those as part of our 
report in February. 

Ms. DeGette. And as I said, what those systems would be is 
similar to the system that we use for nuclear material, which is if 
you are in possession of these agents and you are going to have a 
lab, then you have to meet certain requirements, correct? 

Mr. Rhodes. Yes. 

Ms. DeGette. And is that part of what you are developing for 
next spring? 

Mr. Rhodes. That is the direction we are looking. 

Ms. DeGette. I think the committee would all agree that is an 
extremely important set of guidelines. And I want to thank you 
both for coming today. 

Mr. Rhodes. Thank you. 

Ms. DeGette. I yield back. 

Mr. Stupak. Mr. Burgess for questions, please. 

Mr. Burgess. Thank you. Dr. Sharma, if I could just pick up on 
what you were just saying as you concluded your response to Ms. 
DeGette. So if there is no Federal funding involved, the only per- 
mitting is local building permits? 

Mr. Sharma. Right. 
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Mr. Burgess. Did I understand that correctly? So then there is 
no one that certifies whether this is a level 3 or a level 4 facility? 

Mr. Sharma. It is our understanding that if you are not receiving 
any Federal funds, if you are not working the select agents, there 
is nohody you have to seek permission from other than city or State 
requirements. 

Mr. Burgess. So to answer the chairman’s question about who 
in the surrounding community is notified, then, obviously, no one 
would be notified in that situation, is that correct? 

Mr. Sharma. Correct. 

Mr. Burgess. Have you looked at all, and obviously other — we 
have heard a little bit about the foot-and-mouth disease incident in 
Great Britain. What are the systems in other countries? How are 
they dealing with this? Because clearly this is something that is a 
process in evolution, it is a concept that is developing. Where are 
other countries on that continuum of development of their regula- 
tion of these types of labs? 

Mr. Sharma. We have not extensively looked at other foreign 
systems and we have plans to look at how other countries are han- 
dling this issue. 

Mr. Stupak. And we have asked them to do that, Mr. Burgess, 
look at other areas internationally. Not only for safety but you see 
countries like Sudan and China suddenly coming up with level 4 
labs. I wasn’t quite concerned to go to China yet but I was working 
there. 

Mr. Burgess. OK. 

Mr. Stupak. Dr. Rhodes, you had something you wanted to say? 

Mr. Rhodes. Let me just make one point. I was in the UK and 
was talking to the people at the Pirbright site. There is currently 
the exact same discussion that your colleague from Colorado was 
discussing. They are trying to figure out who is going to be the sin- 
gle regulator because they have the split, they only have two but 
one is for animals and one is for human pathogens. And then there 
is that area in-between, which is called zoonotics. Those are the 
agents that affect both animals and humans. So what is probably 
going to come out from that discussion is there will be a single reg- 
ulator. There will be a single set of regulations. Obviously, they 
have to be tailored for working with animals versus humans. There 
will be no allowance for the regulator to be an operator. But that 
is the discussion that is going on right now in the UK as a result 
of the Pirbright outbreak. 

Mr. Burgess. Let me ask you the question, as it pertains to the 
single agency regulations with radio nuclides, zoonotics are a little 
bit different because here we have got a select list or select agents 
which is somewhat arbitrary, I would argue. I am by no means an 
expert but, I mean, SARS not being on that list is, well, a striking 
omission and I am sure there are good reasons why, from a re- 
search perspective, that someone has come up with that designa- 
tion. But it just points to the difficulty when we talk about we 
want to do things to remove ambiguity. But there are inherent am- 
biguities in this system. Heisenberg’s Uncertainty Principle prob- 
ably applies here more so than the field of radiation sites, is that 
not correct? 

Mr. Rhodes. I follow your logic on that. 
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Mr. Burgess. I do not think it was logic but I appreciate your 
calling it that. Let me ask you this. I mean, obviously, we got to 
this system because someone said there is a threat and there is 
value to developing a rapid response. Do I understand that cor- 
rectly? 

Mr. Rhodes. That is correct. 

Mr. Burgess. I wasn’t here in 2001. And then when I was here 
in 2003, we had the SARS kind of just crop up all at once and it 
was handled correctly. It was handled correctly from a lot of dif- 
ferent levels at the CDC and the NIH and identifying it as a 
coronavirus, identifying where it came from. And really with no 
vaccine and no specific treatment, we were able to beat back the 
threat of an epidemic very, very quickly with old fashioned tools, 
epidemiology and quarantine. So, clearly there is value here in de- 
veloping this expertise. I guess my only point is I hope there is 
some caution, in bringing down the regulatory hammer here, that 
we not cripple a system that delivered us from evil in the case of 
SARS relatively quickly, very competently and although 800 people 
did die, it could have been just extravagantly worse had we not 
been at the top of our game on that particular illness. 

Mr. Rhodes. And that is a very good point. I want no one to take 
our preliminary findings and think we are trying to throw the baby 
out with the bathwater. In answer to Representative Barton’s ques- 
tion about academic environment, I came out of an academic envi- 
ronment. Dr. Sharma came out of an academic environment. We 
have all come out of academic environments. And with our sci- 
entific backgrounds, we couldn’t have them without academic envi- 
ronments. So it is not saying be Draconian about this. It is saying 
let us not be Byzantine about it. The fabric of oversight now is so 
convoluted I would defy anyone — I mean, I have a very, very smart 
team and we cannot figure it out. And we talked to people who 
have regulatory authority and, as a matter of fact, one of them said 
“that would be nice if we could know that, anything you can do to 
help us would be appreciated.” Now, if somebody goes to the GAO 
and asks for help, they are in a hot spot. 

Mr. Burgess. Well, your table that you provided, page 12, and 
in your evidence book, tab 23, just comparing those two maps of 
the United States where the locations of the labs are strikingly dif- 
ferent. So I think the ambiguity there speaks for itself that we do 
not even know where we are, what we got and what we are doing 
and clearly that is the thrust of this committee. Mr. Chairman, I 
thank you for your indulgence. I will yield back. 

Mr. Stupak. I thank the gentlemen. Dr. Rhodes, in your survey, 
did any of the Federal agencies that you looked at, did they indi- 
cate concern about the proliferation of these high-containment 
labs? 

Mr. Rhodes. Oddly enough, the Federal Bureau of Investigation 
and the Intelligence Community were the ones who were most con- 
cerned about it. Obviously, they have the counterterrorism side and 
they have the national security side and they have the national in- 
telligence estimate side. But the FBI also had another concern, 
which was they are the ones who have to clear the staff. So on one 
side they have the operational mission of trying to keep people safe 
and on the other side, they have the operational issue of trying to 
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figure out if the people are actually trustworthy. And as the num- 
ber of laboratories balloons their workload balloons, their ability to 
collect intelligence diminishes. And that was their largest concern. 

Mr. Sharma. I would also like to add here that if there is an- 
other accident, it is their responsibility to find out where the mate- 
rial came from. And if they do not know how many labs there are 
or where the potentials are, they cannot find the perpetrator. And 
in particular, I think they are in the process of resolving this issue, 
the CDC, we have been told. But up until now, they could not even 
obtain the listing of select agent labs that are registered with CDC 
and this makes their job very difficult. In addition, the main intel- 
ligence agency in general have concerns about this proliferation of 
labs especially not having a centralized Federal vision of what our 
needs are and how those needs are going to be met. Right now it 
is fragmented and they are concerned about it. 

Mr. Stupak. ok. Mr. Green for questions. 

Mr. Green. Thank you, Mr. Chairman. And Dr. Rhodes, I have 
a series of questions but I think the table on page 13 shows a 
shocking amount, that no Federal agency has the mission to track 
high-containment labs in the United States and you go down a 
number of departments and none of them have that ability. I am 
interested in the select agent program. It appears that the use of 
select agents triggers a lab’s responsibility to register with the 
CDC. Would you agree? 

Mr. Rhodes. Yes. 

Mr. Sharma. Yes, sir. 

Mr. Rhodes. And USDA. 

Mr. Green. And USDA. I noticed that agents such as SARS are 
not currently on the list. It trumps me to wonder when the list was 
last updated. I know that Congress updated the list in 2002 with 
the bioterrorism bill. Was that the last time there was any statu- 
tory change? 

Mr. Rhodes. To the best of my recollection, that is the last time 
there was a statutory requirement. 

Mr. Green. OK. I know that the CDC and USDA have jurisdic- 
tion over the regulation and oversight of the actual labs. What 
about the agents being studied in the labs, does any regulatory 
agency have the authority to update the list of these select agents? 

Mr. Rhodes. We do not know that answer. 

Mr. Green. You do not know if there is any agency who can up- 
date that list of the select agents? That is basically the question. 

Mr. Rhodes. The CDC. 

Mr. Green. The CDC? 

Mr. Rhodes. Yes. 

Mr. Green. What agency, in your views, is best poised, is it 
CDC? Do you know when they last updated that list? 

Mr. Rhodes. The last update, as I understand it, was in response 
to the 2003 requirement. 

Mr. Green. On other agents other than, for example, SARS, 
what agents do not appear on this select agent list? Is there any 
Federal regulation or inventory of the use of any of these agents? 

Mr. Sharma. There is a process in place. As you know, there are 
emerging threats constantly. There is a mechanism whereby the 
list can be updated but we have not specifically looked at the proc- 
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ess itself, how long it takes and what is involved in updating the 
list. 

Mr. Green. OK. The CDC inspected the Texas A&M lab in Feb- 
ruary 2006 and it was a full 13 days after an employee was ex- 
posed to Brucella and was incapable of discovering the exposures. 
Is this an inherent deficiency in the inspection process or is this 
specifically an omission by the CDC in this instance? 

Mr. Rhodes. I think it is one of the problems in the ability of 
CDC to inspect. Let me give you a counterpart from the UK. The 
HSE, which is the Health Safety Executive, has inspectors. The in- 
spectors are warranted. They have law enforcement authority. 
They can compel testimony. They can dig up a pipe if they want 
to. They can kick in a wall if they have cause to. They can show 
up with constables if they need to, if they think that they are in 
danger of personal harm because the Health Safety Executive looks 
into all kinds of public safety issues, not just biolabs. But the U.S. 
Government does not have a counterpart to that. 

Mr. Sharma. Let me add a few things here. I think CDC’s sys- 
tem of inspection relies on documentation and people honestly re- 
porting the facts. And if they are not going to, they are not going 
to find out. It is very simple. The second thing is, and we have 
shared this and there are other systems in place like in this case, 
NIH has guidelines on rDNA under which they require institutions 
that receives Federal funding to have institutional biosafety com- 
mittees and they also must document the minutes of those meet- 
ings. So it is coming from another part of the Government which 
Cl5C, it is our understanding and in the process very labor-inten- 
sive, I must say this, to review all those minutes. It was docu- 
mented that this person was exposed to. Now, if it wasn’t for the 
fact that the Sunshine Project Group took the pain to obtain and 
review and identify this incident, there was no way. It is really the 
responsibility of the institutions to report to CDC. And if they are 
not going to, there is not much that can be done and not much we 
can find out. 

Mr. Green. OK. Mr. Chairman, I know I am out of time. I have 
another question that I would like to submit basically on what the 
GAO found was a primary source of the incidence of the biosafety 
labs and would you attribute it to majority of accidents to human 
error or engineering or design flaws of the system and I will submit 
that in writing, Mr. Chairman. 

Mr. Stupak. ok, very good. 

Mr. Rhodes. Thank you. 

Mr. Stupak. Mr. Inslee, questions please. We have six votes on 
the floor, let us get this panel in if we can and then we will take 
a break. 

Mr. Inslee. Thank you. Is there evidence that the anthrax at- 
tack on the Senate was essentially a way to provoke this inquiry 
we are having in this hearing? Was that the effort? Is there any 
evidence to suggest that or not? 

Mr. Rhodes. We have seen no evidence to support that hypoth- 
esis. 

Mr. Inslee. Well, I guess it would not make a difference. We 
have an issue and we have to deal with it, I suppose in any event. 
I’ve been told that there was a proposed study by NIH about the 
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risks associated with proliferation of labs and the like that was to 
be completed. We have not seen it yet. Have you seen an NIH as- 
sessment of this issue? 

Mr. Rhodes. No, we have not seen that. 

Mr. Inslee. Is there anything forthcoming from them that you 
are aware of or not? 

Mr. Rhodes. We do not know of anything, sir. 

Mr. Inslee. OK. If we do develop some more uniform protocol for 
oversight of these labs, I assume there will be some concern about 
the military aspect of this. It is always difficult when you try to 
blend oversight of civilian and military operations and the military 
has concerns about that for understandable reasons. 

Mr. Rhodes. Yes. 

Mr. Inslee. How would we go about having a consistent over- 
sight when we have a military operation that, I would assume, be 
part of that? 

Mr. Rhodes. Well, that is one of the models we are looking at 
in the UK because both DEFRA, as well as the Health Safety Exec- 
utive, have oversight of both civilian and military. They have the 
Ministry of Defense laboratories under their oversight, so we will 
look into that and be able to report about. 

Mr. Sharma. CDC also, if the military labs are working the se- 
lect agents, they also have to be registered with CDC and CDC 
does provide the same oversight as they provide to other civilian 
institutions. 

Mr. Inslee. OK. You mentioned that some of these existing re- 
quirements apply only if the facility is receiving Federal money. Is 
it likely to have more of this work done in areas where there is not 
Federal money? We have the situation with stem cells right. We 
have a proliferation of labs, some not taking Federal money just so 
they can continue the stem cell research because of the ridiculous 
restrictions we have on Federal funding. Are we going to see more 
strictly privately-funded labs here? If we do have requirements, 
should it apply to everyone not just those who are receiving Fed- 
eral money? 

Mr. Rhodes. We may. One of the problems in trying to answer 
your question is that I have to have some baseline of data. And be- 
cause privately-funded labs, if they are not using select agents or 
are not federally funded, we do not know about them; then I cannot 
even speculate on where that would go. 

Mr. Inslee. Do you think we need some regulatory process for 
all labs, federally or non-federally funded, whether or not they use 
these specific agents? Are there risks associated with certain activi- 
ties that we are not picking up in our system? 

Mr. Rhodes. Yes, there are. There are agents that are not on the 
select agent list and they have grave consequences as well. And 
whether regulation is direct regulation or not or whether it is just 
that we need to know where they are. I mean, right now, we do 
not even know where they are and we do not know what is being 
done and we do not know who is doing it. And from my standpoint 
and my colleague’s, as well as a lot of safety professionals and secu- 
rity professionals, including our own Federal Bureau of Investiga- 
tion and our own Intelligence Community, that is a worrisome sub- 
ject. 
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Mr. Inslee. You are not alone. We should do something. Thank 
you. 

Mr. Rhodes. Thank you. 

Mr. Stupak. Thank you, Mr. Inslee. Mr. Inslee asked the ques- 
tion: did you find any study to assess the need for more of these 
level 3 and level 4 labs and you said you did not come across any 
study? 

Mr. Rhodes. We have not come across any. 

Mr. Stupak. Did you request from NIH, CDC or U.S. Depart- 
ment of Agriculture any kind of justification of proliferation of 
these labs? Dr. Sharma? 

Mr. Sharma. NIAID in collaboration with the American Society 
of Microbiology did conduct this survey trying to ascertain what 
our lab capacity is. But this study had some methodological prob- 
lems. Primarily one major being very low response rates. And we 
do have that study. But in addition to that, we do not have any- 
thing else. 

Mr. Stupak. So they tried to do a study but it was such a low 
response, you couldn’t make a determination from that assess- 
ment? 

Mr. Sharma. Right. 

Mr. Stupak. So we still do not know what is the right capacity 
or number of labs that we need? 

Mr. Sharma. Well, if you do not know the universe of labs and 
their capabilities, you cannot obviously meet any 

Mr. Stupak. Correct. If you do not know its abilities or what 
they are doing you cannot make the assessment. 

Mr. Sharma. Right. 

Mr. Stupak. Mr. Burgess, anything before I let this panel go? 

Mr. Burgess. I think Mr. Barton referenced in his opening state- 
ment, talking about the anthrax attack and when there was a Sen- 
ate hearing there was a question posed to the FBI back in 2001, 
the FBI was asked how many labs handle anthrax of this type and 
I guess no one knew the answer to that question. 

Mr. Rhodes. That is correct. 

Mr. Burgess. Do we know the answer today? 

Mr. Rhodes. No. 

Mr. Burgess. Well, let me ask you this. Obviously, we have put 
some time and effort into protecting the homeland with the pro- 
liferation of labs, is it the opinion of the two individuals before us 
from the GAO that we have moved on that continuum of being 
more secure or are we stationary or are we less secure? 

Mr. Rhodes. That fact that there is so much that is unknown at 
the moment, I would have to say we are at greater risk. Because 
as the number increases, the risk increases and it is not just the 
increase in the material, it is the increase in laboratories that have 
less experience than others. 

Mr. Burgess. So the actual risk may be generated by the fact 
that we are studying to prepare for the risk? 

Mr. Rhodes. Yes. It is a dilemma that we are in. 

Mr. Burgess. But that is one of the prices you pay for doing the 
research, correct? 

Mr. Sharma. That is correct. 
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Mr. Burgess. And you’ll never get to a point of relative security 
if you are not willing to invest the time and effort and the risk in 
doing the research, is that correct? 

Mr. Rhodes. That is correct but doing 

Mr. Burgess. And we need to manage the risk. 

Mr. Rhodes. Yes. We are not 

Mr. Burgess. So my question is, are we doing a good job of man- 
aging the risk. I would assume the answer to that question today 
is no. 

Mr. Rhodes. No. 

Mr. Burgess. But is it your opinion that we can get to that point 
of managed risk which now is acceptable? 

Mr. Rhodes. Yes, we can. It could be done. 

Mr. Burgess. Thank you. I yield back. 

Mr. Stupak. ok. Just along those lines though, today we are 
only talking about buildings. We have not talked about the quan- 
tity, quality, string of agents that are out there and who is doing 
what at what labs and things like that. We do not even know that. 

Mr. Rhodes. That is correct. 

Mr. Stupak. OK. Future hearing. We have six votes on the floor. 
Let us look for about 12:00, 12:15 we will be back. We will dismiss 
this panel. Thank you very much and thank you for your work and 
we will continue this investigation. So we will stand in recess for 
45 minutes, 50 minutes. 

[Recess.] 

Mr. Stupak. It is one of those days, as I said, there is a hearing 
going on on the third floor and we have got about three hearings 
going in the Energy and Commerce Committee. So we have our 
second panel of witnesses and they are Dr. Richard Besser, who is 
the Director of the Center for Disease Control and Prevention, Co- 
ordinating Office of Terrorism Preparedness and Emergency Re- 
sponse. Dr. Casey Chosewood, who is director of CDC’s Office of 
Health and Safety; Captain Robbin Weyant, who is the CDC’s Di- 
rector of Division of Select Agents and Toxins; and Dr. Hugh 
Auchincloss, who is the National Institutes of Health, Deputy Di- 
rector of National Institute of Allergy and Infectious Diseases. It is 
the policy of this subcommittee to take all testimony under oath. 
Please be advised witnesses have the right under the rules of the 
House to be advised by counsel during your testimony. Do any of 
you wish to be represented by counsel? No one is indicating no, so 
therefore I will ask you to please rise, raise your right hand to take 
the oath. 

[Witnesses sworn.] 

Mr. Stupak. Let the record reflect that the witnesses have an- 
swered in the affirmative. You are now under oath. It is my under- 
standing Dr. Besser and Dr. Auchincloss are going to be the only 
ones giving testimony, is that correct? Dr. Besser, you want to start 
with you please, sir? 
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STATEMENT OF RICHARD BESSER, M.D., DIRECTOR, COORDI- 
NATING OFFICE FOR TERRORISM, PREPAREDNESS AND 

EMERGENCY RESPONSE, CENTERS FOR DISEASE CONTROL 

AND PREVENTION 

Dr. Besser. Thank you. Good afternoon, Chairman Stupak, 
Ranking Member Whitfield, the members of the subcommittee. I 
am Dr. Richard Besser, Director of the Coordinating Office for Ter- 
rorism Preparedness and Emergency Response at the Centers for 
Disease Control and Prevention. 

Accompanying me today are Dr. Rob Weyant, who is the director 
of our Division of Select Agents and Toxins and Dr. Casey 
Chosewood, who is director of CDC’s Office of Health and Safety. 
On behalf of CDC, I am pleased to be here today to discuss how 
CDC oversees select agents in the Nation’s laboratories. 

To further scientific knowledge about biological agents and toxins 
and develop diagnostic tests and countermeasures against them, 
our institutions conduct research on these potentially harmful 
agents. Before undertaking any laboratory experiment, it is critical 
that one weighs the potential benefits of the experiment against 
the potential risks. We recognize that such research increases the 
risks of accidental or intentional release of these agents. To miti- 
gate this risk. Congress authorized the Federal Government to 
oversee labs that work with select agents. The creation of this pro- 
gram has given our Nation an important tool to help minimize the 
inherent risks that accompany work with select agents. The regula- 
tion of select agents is a shared Federal responsibility between the 
Department of Health and Human Services, Agriculture and Jus- 
tice. Congress gave HHS the authority to regulate the possession, 
use and transfer of biological agents and toxins that could pose a 
severe threat to public health and safety. We refer to these as se- 
lect agents. No program for oversight of select agents existed in the 
United States prior to 1996. In 2002, Congress significantly 
strengthened oversight of select agents with the passage of the 
Public Health Security and Bioterrorism Preparedness and Re- 
sponse Act of 2002. The select agent regulations that were estab- 
lished as a result of this Act are the ones that are currently in ef- 
fect. 

It is important to note that not all laboratories work with select 
agents. Therefore, not all laboratories are regulated under the pro- 
visions of the select agent regulations. For instance, HIV and the 
bacteria that causes tuberculosis are not select agents and are not 
covered by the program. However, the Federal Government does 
provide biological safety guidance to the entire laboratory commu- 
nity through a document entitled, “Biosafety, Microbiological and 
Biomedical Laboratories.” 

Laboratories have multiple systems in place to ensure biosafety. 
The first line of defense is proper training of lab workers. Before 
someone can work in a lab, they should undergo rigorous lab safety 
training. People who work in labs also are physically protected 
through the use of personal protective equipment such as gloves, 
masks, goggles and for the most dangerous germs, biosuits. Labora- 
tories also are engineered to ensure that dangerous pathogens can- 
not escape. Some of these engineering controls include negative air 
pressurization and the use of biosafety cabinets. Accidents can and 
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will happen in labs. But these multiple biosafety systems can help 
to ensure that lab workers and the public are protected. 

CDC executes the select agent program through both a strong 
oversight role by evaluating and inspecting registered labs and by 
providing guidance and training to those labs. Routine inspections 
are conducted a minimum of every 3 years. Additional inspections 
are conducted any time that an entity requests a significant change 
to its select agent registration. An important tenant of the CDC’s 
select agent program is that it treats all registered labs the same, 
whether that lab is a commercial lab, State or local public health 
lab or Federal lab, including CDC and Department of Defense labs. 

The select agent program uses standardized checklists to inspect 
all labs, has the same requirements for all labs and uses the same 
standards when referring any lab to the HHS Office of Inspector 
General for possible violations of the regulations. 

Public concerns and questions about the overall safety of our Na- 
tion’s laboratory workers are understandable and legitimate. In the 
4 years that the select agent program has been in place with ap- 
proximately 400 organizations being registered and after careful in- 
vestigations when a potential incident has been reported, there 
have been no confirmed losses or thefts of a select agent and there 
have been three confirmed releases of a select agent. After careful 
investigation, none of these releases were considered to be a public 
health threat. 

This does not mean, however, that such incidents cannot happen 
in the future. Even a lab that follows all biosafety guidelines may 
have accidents. But the biosafety and biosecurity requirements that 
Congress established help reduce the likelihood that these acci- 
dents will impact worker or community health. 

We have accomplished much since the program began but we are 
always looking for ways to improve. Investigations of labs have 
taught us important lessons. We have learned that we need to 
make improvements during inspection verification processes. In the 
future during our inspections, we plan to expand the scope of inter- 
views and review a broader array of documents to identify prob- 
lems that may go unreported by registered labs. In addition, we 
plan to assess the composition of our inspection teams and the fre- 
quency of our inspections. We also have learned that we need to 
provide additional outreach and training to the regulated commu- 
nity and create additional guidance documents. We will be under- 
taking an external review of the CDC’s select agent program so 
that we can continue to improve our oversight of select agent work. 
The external group conducting this review will actively solicit the 
input of stakeholders and the general public. In addition to this re- 
view, the HHS Office of Inspector General is conducting an audit 
of CDC’s management of its select agent program. We look forward 
to the findings and recommendations scheduled for completion in 
2008 and using this work to help strengthen our program. 

In conclusion, the select agent programs at CDC and USDA, 
working in concert with the Department of Justice, have greatly 
enhanced the Nation’s oversight of dangerous biological agents and 
toxins. The select agent regulations have helped ensure that re- 
search with select agents is conducted as safely and securely as 
possible. However, the possibility of accidental or intentional re- 
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lease of these agents always remains so we must remain vigilant 
and work to continuously improve our oversight. We will continue 
to enforce the regulations and provide technical assistance and 
guidance to the regulated community to ensure that the public’s 
health and safety are protected. 

CDC greatly appreciates the support of this subcommittee and 
the rest of Congress in supporting its activities. We look forward 
to continuing our work with you on these important issues. Thank 
you for the opportunity to share this information with you and I 
look forward to answering questions. 

[The prepared statement of Dr. Besser follows:] 

Statement of Richard E. Besser, M.D. 

Good morning Chairman Stupak, Ranking Member Whitfield and members of the 
Subcommittee. I am Dr. Richard Besser, Director of the Coordinating Office for Ter- 
rorism Preparedness and Emergency Response (COTPER) at the Centers for Dis- 
ease Control and Prevention (CDC), an agency of the Department of Health and 
Human Services. Accompanying me today are Dr. Rob Weyant, Director of the Divi- 
sion of Select Agents and Toxins in COTPER, and Dr. Casey Chosewood, Director 
of the CDC Office of Health and Safety. On behalf of CDC, I am pleased to be here 
today to discuss how CDC oversees select agents in the Nation’s laboratories. 

To further scientific knowledge about biological agents and toxins and develop 
countermeasures against them, our academic, commercial, and government institu- 
tions conduct research on these potentially harmful agents. We recognize that such 
research increases the risks of accidental or intentional release of these agents. To 
mitigate this risk. Congress authorized the Federal Government to oversee labs that 
work with select agents — which include such things as Bacillus anthracis (which 
causes anthrax). Yersinia pestis (which causes plague), and Variola major virus 
(which causes smallpox). The creation of this program has given our nation an im- 
portant tool to help minimize the inherent risks that accompany work with select 
agents. 

The regulation of select agents is a shared Federal responsibility involving HHS, 
the Department of Agriculture (USDA), and the Department of Justice (DOJ). Con- 
gress gave HHS the authority to regulate the possession, use, and transfer of bio- 
logical agents and toxins (select agents) that could pose a severe threat to public 
health and safety. The Secretary of HHS has delegated this authority to CDC. Con- 
gress gave USDA similar authority to regulate select agents that pose a severe 
threat to animal and plant health and/or animal and plant products. DOJ is respon- 
sible for conducting background checks, called security risk assessments, of any en- 
tities and individuals that want to work with select agents. By regulating the pos- 
session, use, and transfer of select agents, HHS, USDA, and DOJ contribute to the 
Nation’s overall terrorism deterrence strategy. 

My testimony will focus on CDC’s role in the regulation of select agents. I will 
describe the history of the CDC Select Agent Program, CDC’s role in oversight of 
select agent laboratories, our collaboration with other Federal partners, the key 
components of the CDC regulatory program, key program accomplishments, and our 
future plans for enhancing the program. 

Establishing Oversight over Select Agents: A Brief HistoryNo program for over- 
sight of select agents existed in the United States prior to 1996. In 1996, Congress 
passed the Antiterrorism and Effective Death Penalty Act of 1996 (P.L. 104-132; 
signed April 24, 1996). With the regulations that went into effect in April 1997 (42 
CFR 72.6), the Secretary of HHS established a list of biological agents that have 
the potential to pose a severe threat to public health and safety. The Secretary also 
established procedures for the transfer of these biological agents. The CDC Select 
Agent Program has been in place since 1996. The program was originally located 
within CDC’s Office of Health and Safety and is now located within CDC/COTPER’s 
Division of Select Agents and Toxins. 

In 2001, Congress expanded the scope of the program by restricting the shipping, 
possession, and receipt of select agents by passing the Uniting and Strengthening 
America by Providing Appropriate Tools Required to Intercept and Obstruct Terror- 
ism Act of 2001 (USA PATRIOT Act); (P.L. 107-56; signed Oct. 26, 2001). The USA 
PATRIOT Act created a provision related to select agents requiring that no re- 
stricted person shall transfer (i.e., ship, possess, or receive) a select agent. 
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In 2002, Congress significantly strengthened oversight of select agents with the 
passage of the Public Health Security and Bioterrorism Preparedness and Response 
Act of 2002 (the Bioterrorism Act); (P.L. 107-188; signed June 12, 2002). The Bio- 
terrorism Act strengthened the regulatory authorities of HHS under Sec. 511 of the 
Antiterrorism and Effective Death Penalty Act of 1996 and granted comparable reg- 
ulatory authorities to USDA for select agents that present a severe threat to animal 
or plant health, and/or animal or plant products. It also required coordination and 
concurrence between HHS and USDA on program activities (e.g., development of 
regulations, reporting forms, approval of changes to regulated laboratories — reg- 
istrations, et cetera) for select agents regulated by both agencies. 

The Bioterrorism Act has been implemented through a series of regulations. HHS 
published an interim final rule — the “Possession, Use, and Transfer of Select Agents 
and Toxins” Interim Final Rule (42 CFR 73, 9 CFR 121, and 7 CFR 331) (effective 
on February 7, 2003) which implemented the pertinent provisions of the Bioterror- 
ism Act. A subsequent Final Rule became effective on April 18, 2005. On October 
20, 2005, HHS established an Interim Final Rule adding reconstructed replication 
competent forms of the 1918 pandemic influenza virus containing any portion of the 
coding regions of all eight gene segments to the HHS select agent list. These regula- 
tions are hereafter referred to as the “select agent regulations”. 

Role of the Select Agent Program in Oversight of LaboratoriesNot All 
Laboratories Handle Select Agents 

Whereas HHS and USDA have authority to regulate any laboratories that pos- 
sess, use, or transfer select agents, not all laboratories work with select agents. 
Therefore, not all laboratories are regulated under the provisions of the select agent 
regulations. For instance, human immunodeficiency virus (HIV) and Mycobacterium 
tuberculosis are not select agents and any laboratories working with these agents 
are not required to register with either HHS or USDA. 

All five currently operational Biosafety Level (BSL) 4 laboratories in the United 
States are select agent registered entities. (Any organization that has received a cer- 
tificate of registration through either the HHS or USDA Select Agent Program is 
referred to as a "registered entity".) 

Federal Government Guidance to Biological Laboratories and Related 

Requirements 

Though only a subset of laboratories is regulated by the Federal Government 
under the provisions of the select agent regulations, the Federal Government does 
provide biological safety guidance to the entire laboratory community. The Biosafety 
in Microbiological and Biomedical Laboratories (BMBL) (4th edition is available in 
print; 5th edition is available at http: ! I www.cdc.gov ! od! ohs Ibiosfty IbinblB ! 
bmbl5toc.htm), produced by CDC and the National Institutes of Health (NIH), is a 
nationally and internationally recognized source that provides safety guidance to 
laboratories that work with infectious agents. The BMBL provides recommendations 
for safely working with a variety of human pathogens and describes standard and 
special microbiological practices, safety equipment, and facilities (constituting Bio- 
safety Levels 1-4). In the BMBL, there are agent summary statements that provide 
recommendations for the appropriate biosafety safety level to work with these 
agents. The BMBL also is offered as a guide and reference in the construction of 
new laboratory facilities and in the renovation of existing facilities. 

CDC references the BMBL in the select agent regulations and requires select 
agent registered entities to comply with the BMBL guidelines or equivalent stand- 
ards. Specifically, the select agent regulations state that the entity should consider 
the BMBL, NIH’s Recombinant DNA Guidelines, and the Occupational Safety and 
Health Administration’s regulations on handling toxins (29 CFR 1910.1200, 29 CFR 
1910.1450) in developing and implementing a written biosafety plan that is com- 
mensurate with the risk of the select agent, given its intended use. If the Select 
Agent Program determines that the entity’s biosafety and containment procedures 
are not sufficient to contain the select agent, then the program can cite the entity 
for non-compliance. 

Collaboration with Other Federal Partners 

The CDC Select Agent Program works closely with both USDA and DOJ to imple- 
ment the select agent regulations. USDA’s Animal and Plant Health Inspection 
Service (APHIS) is responsible for regulating the possession, use, and transfer of se- 
lect agents that pose a severe threat to animal or plant health and/or animal or 
plant products. For select agents that pose a threat to both humans and animals 



71 


or animal products, these select agents are regulated by both CDC and APHIS and 
are called “overlap agents”. To limit the burden on registered entities, CDC and 
APHIS worked closely with the Office of Management and Budget to promulgate 
regulations with identical requirements and analogous language and to create one 
set of registration and reporting forms to be used by both agencies. These actions 
helped standardize communication and interpretation of the regulations among 
CDC, APHIS, and the regulated community. 

To minimize the burden on entities that possess, use, or transfer select agents, 
a single point of contact with either CDC or APHIS was established. This single 
point of contact in the “lead agency” is responsible for coordinating all activities and 
communications with respect to the entity’s registration, including coordination with 
both the non-lead agency (APHIS or CDC) and with DOJ. CDC and APHIS collabo- 
rate daily on select agent activities such as the development of select agent policies, 
resolution of common issues associated with the entity’s registration (such as re- 
viewing the required plans), conducting joint inspections, developing standard oper- 
ating procedures and entity guidance documents, and providing concurrences to en- 
tities’ amendments. We also collaborate on longer-term projects to improve the im- 
plementation of the select agent regulations, such as the establishment of a national 
select agent Web site (www.selectagents.gov) and development and deployment of a 
single shared database (the National Select Agent Registry). 

CDC also works closely with DOJ’s Criminal Justice Information Service (CJIS). 
CJIS conducts security risk assessments of all individuals and entities that request 
to possess, use, or transfer select agents. As of September 25, 2007, 14,868 individ- 
uals have received access approval from CDC to work with select agents, based on 
the results of the CJIS security risk assessments. CDC also provides information 
to DOJ’s Federal Bureau of Investigation (FBI) for ongoing criminal investigations 
related to select agents. 

Oversight of Select Agents: The CDC Regulatory Program 

CDC exerts a strong oversight role by evaluating and inspecting registered enti- 
ties, in addition to providing guidance and training to registered entities. 

An important tenet of the CDC Select Agent Program is that it treats all reg- 
istered entities the same — whether that lab is a commercial lab, state or local public 
health lab, or a Federal lab (including CDC and Department of Defense labs). The 
Select Agent Program uses standard checklists to inspect all labs, has the same re- 
quirements of all labs, and uses the same standards when referring any lab to the 
HHS Office of Inspector General (HHS-OIG) for possible violations of the regula- 
tions. 


CDC’s Approach to Inspection of Entities 

Laboratory inspections are the primary means by which CDC confirms compliance 
with the select agent regulations. Routine inspections are conducted every three 
years. Additional inspections are conducted any time that an entity requests a sig- 
nificant change to its select agent registration. Such changes may include the addi- 
tion of a new facility, addition of a new agent, or the initiation of a new procedure. 
Other inspections that are performed include follow-up inspections based on obser- 
vations from audits performed by Federal partners and investigations that may 
have involved biosafety or security concerns that could affect public health and safe- 
ty. 

CDC’s protocol for routine inspections consists of an extensive review of laboratory 
safety and security as it relates to the possession, use, and transfer of select agents. 
CDC uses specific checklists to guide its inspections (the checklists can be found at 
www.selectagents.gov). These checklists have been developed from the select agent 
regulations and nationally recognized safety standards. The information entered on 
the checklists is derived from inspectors’ observations of the physical safety and se- 
curity components of the facility, an examination of the documentation available, 
and from interviews with laboratory personnel. These findings are conveyed to the 
institution in an inspection report. Entities must respond within a specified time- 
frame to the deficiencies noted in the inspection report and provide documentation 
of how they have resolved those deficiencies. In circumstances where the deficiencies 
are serious and CDC wants to confirm in person that the deficiencies have been cor- 
rected, a verification site visit is performed. 

When CDC identifies deficiencies and possible violations of the select agent regu- 
lations, several types of enforcement actions can occur: 

• Administrative actions: CDC can decide to suspend or revoke a registered enti- 
ty’s certificate of registration (a suspension can be for all work at a registered entity 
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or be specific to particular agents or particular types of experiments). Also, CDC can 
deny an entity’s application to possess, use, or transfer select agents; 

• Referral to HHS-OIG: CDC can refer possible violations of the select agent regu- 
lations to HHS-OIG. HHS-OIG can levy civil monetary penalties (up to $250,000 for 
an individual for each violation and up to $500,000 for an entity for each violation) 
or recommend criminal enforcement (imprisonment for up to five years, a fine, or 
both). 

• Referral to FBI: CDC can refer possible violations involving criminal negligence 
or a suspicious activity or person to the FBI for further investigation. 

As of September 25, 2007, CDC has referred 37 entities to HHS-OIG for violation 
of the select agent regulations (such as for unauthorized transfers and entities that 
are not registered with the Select Agent Program in possession of select agents). 
HHS-OIG has levied $837,000 in civil monetary penalties against ten (10) of the en- 
tities. For further information, please see the HHS-OIG Web site (http:! / 
oig.hhs.gov). HHS has not referred to DOJ any violations of the select agent regula- 
tions for criminal prosecution. 

Technical Assistance and Guidance Provided to Strengthen the Program While en- 
forcing the select agent regulations is the CDC Select Agent Program’s primary re- 
sponsibility, the program also promotes laboratory safety and security by providing 
technical assistance and guidance to registered entities. Some of the technical as- 
sistance that CDC provides to registered entities includes having a primary point 
of contact assigned to each entity, development of frequently asked questions that 
are posted on the program website, and technical presentations at various con- 
ferences. The CDC Select Agent Program in collaboration with APHIS provides as- 
sistance and guidance to help the entire regulated community operate as safely and 
securely as possible. 

Some examples of the assistance that the CDC and APHIS Select Agent Programs 
have recently provided to the regulated community include: 

• As mentioned previously, CDC and APHIS released a security guidance docu- 
ment to registered entities. 

• CDC and APHIS released inspection checklists to assist registered entities in 
compl3dng with the security, incident response, training, and recordkeeping require- 
ments of the select agent regulations. 

• CDC is further educating the entities about the regulations and the inspection 
process. It recently completed two training videos that explain the facility inspection 
process to the regulated community. 

In addition, CDC has proactively worked with registered entities in advance of 
hurricanes to ensure that all select agents are properly secured. For example, prior 
to the landfall of Hurricane Katrina in 2005, CDC contacted 11 registered entities 
located in Louisiana, Mississippi, and Alabama. CDC collected information regard- 
ing the entities’ plans to safeguard select agents during and after the storm and in- 
formed the entities that CDC stood ready to expedite the emergency transfer of se- 
lect agents should the need arise. CDC has taken similar action in 2006 and 2007 
in anticipation of other hurricanes and predictable natural disasters (such as floods) 
that could affect public health and safety, to minimize risk and any impact on public 
health and safety. 


Program Activities and Results 

Accomplishments to Date. Since the publication of the select agent interim final 
rule in 2003 (followed by the final rule in 2005), CDC in collaboration with our Fed- 
eral partners has (as of September 25, 2007): 

• Conducted 607 inspections to ensure that appropriate security and safety meas- 
ures are in place to deter the theft, loss, or release of select agents; 

• Authorized 2,199 requests to transfer select agents; and 

• Granted access approvals to 14,868 individuals to work with select agents, fol- 
lowing a security risk assessment by CJIS. 

Reports of Theft, Loss, and Release 

CDC investigates all reports of theft, loss, or release of select agents to ensure 
that the public’s health and safety are protected. It is important for the public to 
know that after careful investigation, no incidents reported at select agent labora- 
tories were considered to be a public health threat. From 2003 until September 25, 
2007, there have been one hundred five (105) incidents reported to CDC through 
the Select Agent Program’s theft, loss, and release reporting system. As a result of 
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follow-up investigations conducted by HHS, USDA, and the FBI regarding these re- 
ports, it was determined that there were: 

• No confirmed losses of a select agent; 

• No confirmed thefts of a select agent; and 

• Three (3) confirmed releases of a select agent which were identified by illnesses 
in five (5) lab workers that had occurred as a result of working with these agents. 

Even in the best of laboratories, which follow all biosafety guidelines, accidents 
like a broken test tube or a needle stick can still occur, and we can expect that we 
will continue to receive reports of possible losses and releases of select agents. How- 
ever, we believe we should always strive to eliminate all incidents. Appropriately 
contained and managed laboratories have multiple systems in place to ensure bio- 
safety and have robust occupational health services in place to quickly mitigate the 
effect of any laboratory incident. We also believe that the security requirements put 
in place by the select agent regulations will continue to mitigate the possibility of 
a theft of a select agent. 

Moving Forward with Enhancing the Select Agent ProgramThe CDC Select Agent 
Program has accomplished much since the program began, but we are always look- 
ing for ways to improve. The Select Agent Program is a young program and it will 
continue to build upon its successes and learn from its challenges. CDC is commit- 
ted to continuous program improvement to fulfill its mission. 

Lessons Learned 

Investigations of select agent registered entities have taught CDC some important 
lessons: 

• We need improvements in our inspection process. Some of the improvements 
under consideration include: 

• Expand the scope of interviews to include more types of laboratory workers dur- 
ing inspections, to better assess the implementation of policies and the quality of 
training; 

• Examine more closely the implementation of biosafety, security, and incident re- 
sponse plans; 

• Review a broader array of documents during our inspections, such as biosafety 
committee meeting minutes and occupational health records, to identify problems 
that may go unreported by registered entities; and 

• Assess the composition of our inspection teams, the frequency of our inspections, 
and whether we need to apply a prioritization system to how often we inspect labs. 

• We need improvements in our verification process. Whereas before we relied pri- 
marily upon documentation from entities to confirm that deficiencies were corrected, 
we plan to conduct more verification site visits. 

• We need to provide additional outreach and training to the regulated commu- 
nity, including additional outreach and training to Responsible Officials and cre- 
ation of additional guidance documents related to biosafety, incident response, 
record-keeping, and theft, loss, and release. 

The CDC Select Agent Program also must address the challenge of how the select 
agent regulations apply to emerging technologies, such as synthetic genomics and 
nanotechnology. With technology advancing at a rapid pace, CDC and its Federal 
partners need to constantly review the select agent regulations and our implementa- 
tion of the regulations to ensure that we can respond to new threats and 
vulnerabilities. 

External Review of the CDC Select Agent Program 

In the coming year, CDC will commission an external peer review of the CDC Se- 
lect Agent Program. The external group conducting the review will actively solicit 
the input of stakeholders and the general public. 

In addition to this external peer review, HHS-OIG is conducting an audit of 
CDC’s management of its select agent program. We look forward to receiving the 
findings from that audit in 2008 and plan to carefully consider and implement HHS- 
OIG’s recommendations. 

The select agent programs at CDC and APHIS, working in concert with DOJ, 
have greatly enhanced the nation’s oversight of dangerous biological agents and tox- 
ins. Because of the efforts of the individuals in these programs, there is improved 
awareness of biosafety and biosecurity throughout the select agent community. The 
select agent regulations have helped ensure that research with select agents is con- 
ducted as safely and securely as possible. CDC and its Federal partners have accom- 
plished much in the few years since the publication of the select agent regulations. 
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but we must remain vigilant in ensuring laboratory safety and security. We will 
continue to enforce the regulations and provide technical assistance and guidance 
to the regulated community to ensure that the public’s health and safety are pro- 
tected. 

CDC greatly appreciates the support of this Subcommittee and the rest of the 
Congress in supporting its activities. We look forward to continuing our work with 
you on these important issues. Thank you for the opportunity to share this informa- 
tion with you. I am happy to answer any questions. 


Mr. Stupak. Thank you. Dr. Auchincloss? 

STATEMENT OF HUGH AUCHINCLOSS, M.D., DEPUTY DIREC- 
TOR, NATIONAL INSTITUTE OF ALLERGY AND INFECTIOUS 

DISEASES, NATIONAL INSTITUTES OF HEALTH, U.S. DEPART- 
MENT OF HEALTH AND HUMAN SERVICES 

Dr. Auchincloss. Mr. Chairman, members of the subcommittee, 
my name is Hugh Auchincloss and I am the Deputy Director of the 
National Institute of Allergy and Infectious Diseases, one of the 
National Institutes of Health. 

I am pleased to have the opportunity to discuss the expansion of 
NIH’s biodefense research infrastructure. I have submitted written 
testimony but will highlight certain portions in these oral remarks. 

The anthrax attacks in 2001 were a sobering reminder that bio- 
logic agents can be used for terrorism. In addition, defense against 
naturally-emerging infections must be a top national priority. In 
February 2002, the NIH embarked on a systematic planning proc- 
ess for biodefense. We convened a blue ribbon panel made up of 
distinguished scientists representing academia, private industry 
and the Government. And we also conducted extensive discussions 
with other Federal agencies. Based on this input, we developed the 
NIAID Strategic Plan for Biodefense Research and other support- 
ing documents. That blue ribbon panel noted that the shortage of 
BSL-3 and 4 laboratories was a major obstacle to accomplishing 
the objectives of the NIAID Biodefense Research agendas. NIAII) 
then estimated the number of new facilities needed to accomplish 
our biodefense research objectives. Congress responded appropriat- 
ing over $850 million for the construction of new BSL-3 and 4 fa- 
cilities in four separate bills between 2002 and 2005. As a result, 
14 new BSL-3 facilities and four new BSL-4 facilities are sched- 
uled for completion within the next several years. 

During the development of our construction project, we have had 
literally hundreds of meetings in public forums to discuss our 
building program, the agents that will be studied there and to keep 
the public well informed. 

The NIH is committed to helping ensure that all biodefense re- 
search facilities operate safely with maximum protection of the 
public health. The safety standards for this type of research are 
best articulated in the Biosafety and Microbiological and Bio- 
medical Laboratories Manual, this so-called BMBL. However, mon- 
itoring adherence to these good laboratory practices is complicated 
because multiple agencies are involved. You have already heard 
from Dr. Besser that much of the research in BSL-3 and 4 facili- 
ties involves select agents, which are regulated by CDC and other 
Government agencies. The NIH Office of Biotechnology Activities 
administers guidelines for research involving recombinant DNA 
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and requires that Institutional Biosafety Committees, or IBCs, 
oversee this work at the local level. The IBCs first came into exist- 
ence to oversee recombinant DNA research but many institutions 
have gradually broadened IBC responsibilities to include oversight 
of research involving all pathogens studied at BSL-3 and 4 levels. 
However, at this time, there is no Federal body that sets national 
standards or policies for this particular function of local IBCs. To 
enhance the effectiveness of the IBCs, as their role has evolved, the 
NIH has worked intensively with the IBC community through a 
program of outreach and education. Furthermore, each of the insti- 
tutions receiving one of the new construction grants from NIAID 
has an IBC appropriately registered with NIH and each has will- 
ingly accepted responsibility for adhering to the BMBL standards. 

NIH is looking at ways to strengthen local and Federal oversight 
of facilities that conduct biodefense research. Clearly, the issues as- 
sociated with this oversight are much larger than the NIH or even 
the Department of Health and Human Services. Biodefense re- 
search is conducted by many Government agencies. For that rea- 
son, the Department of Health and Human Services, the United 
States Department of Agriculture, the Department of Homeland 
Security and the Department of Defense have already agreed to es- 
tablish a trans-Federal task force to undertake, in consultation 
with other relevant agencies, an intensive analysis of the current 
biosafety framework and to develop a set of recommendations for 
improvement. 

Given the importance of biosafety for the country and its citizens, 
active participation from the public at large will be essential. 

The planned expansion of our infrastructure is needed if we are 
to fulfill our research agenda and protect the Nation from disease 
threats, be they deliberate or acts of nature. We have already made 
substantial progress in ways that I have outlined in my written 
testimony. Progress can occur more rapidly as the new facilities be- 
come available. 

Thank you very much and I will be happy to answer questions 
also. 

[The prepared statement of Dr. Auchincloss follows:] 

Statement of Hugh Auchincloss, M.D. 

Mr. Chairman and members of the Subcommittee, my name is Hugh Auchincloss 
and I am the Deputy Director of the National Institute of Allergy and Infectious 
Diseases (NIAID), a component of the National Institutes of Health (NIH), an agen- 
cy of the Department of Health and Human Services (HHS). I am pleased to have 
the opportunity to discuss the NIH biodefense research program, including the ex- 
pansion of the Nation’s biodefense research infrastructure and the need to ensure 
that biodefense research is conducted safely. 

The anthrax attacks in 2001 were a sobering reminder that the threat of delib- 
erately released microbes can be used as a form of terrorism. Moreover, naturally 
occurring microbial outbreaks pose a serious threat to domestic and global health. 
The experience with SARS in 2003 and the ongoing outbreaks of H5N 1 avian influ- 
enza and extensively drug-resistant tuberculosis have reminded us that defense 
against naturally emerging microbes must be a top national priority. Congress has 
recognized the urgency of improving our defenses against emerging public health 
threats and has supported funding for such research. Within the broad Federal ef- 
fort against emerging threats to public health, the role of the NIH is to conduct and 
support basic and applied research that will lead to new vaccines, drugs, and diag- 
nostic tools. 
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Expanding the Nation’s Biodefense Research Capability 

In February 2002, the NIH embarked on a systematic planning process for its bio- 
defense research program. It first convened the Blue Ribbon Panel on Bioterrorism 
and Its Implications for Biomedical Research, made up of distinguished scientists 
representing academia, private industry, and government. Based on the panel’s ad- 
vice and extensive discussions with other Federal agencies, the NIH developed three 
key documents to guide its biodefense research program: the NIAID Strategic Plan 
for Biodefense Research, the NIAID Research Agenda for Category A Agents, and 
the NIAID Research Agenda for Category B and C Agents. 

As a result of the strategic planning process, a clear consensus emerged that 
meeting the goals of the biodefense Research Agendas would require additional re- 
search infrastructure, especially research laboratories built to modern Biosafety 
Level 3 (BSL-3) and Biosafety Level 4 (BSI^4) standards. BSL-3 laboratories are 
used to study contagious agents that can be transmitted through the air and cause 
potentially lethal infection. BSL-4 laboratories are used to study agents that pose 
a high risk of life-threatening disease for which no vaccine or therapy is available; 
they incorporate all BSL-3 features and occupy safe, isolated zones within a larger 
building. 

There has been considerable discussion of how best to assess the extent of high- 
containment facilities that would be required in the United States in the public, aca- 
demic and private sectors and for what purposes these varied facilities are used. 
Published estimates range from as few as 200 to as many as 1400 BSI^3 labora- 
tories. (Many institutions maintain multiple facilities.) The explanation for this wide 
discrepancy is that an assessment of laboratory capacity depends on the definitions 
and sources of information used. Estimates at the high end, for example, include 
the many hospitals that maintain small areas that meet BSI^3 standards that can 
be used for testing clinical samples that might contain infectious agents. These are 
not “research laboratories.” Some hospitals, pharmaceutical companies, bio- 
technology firms, private reference laboratories and State public health laboratories 
also have facilities that meet BSL-3 standards, but these are not generally available 
for NIH-sponsored research. Finally, many BSI^3 facilities constructed before the 
mid-1990’s cannot support research on select agents and on associated animal mod- 
els. In 2002, NIAID determined that very little usable BSL-3 or BSL-4 research 
space was actually available for its academic scientists in the extramural research 
program. 

The Blue Ribbon Panel of 2002 noted the shortage of BSL-3 and BSL— 4 labora- 
tory space as a significant rate-limiting obstacle in accomplishing the objectives of 
the NIAID Biodefense Research Agendas. In response, NIAID estimated the new 
BSL-3 and BSI^4 facilities that would be required to accomplish the Research 
Agenda. Congress also recognized the critical need for new BSL-3/4 laboratories and 
responded quickly to supply the necessary resources to fulfill this need. In 2002, the 
Department of Defense and Emergency Supplemental Appropriations for Recovery 
from and Response to Terrorist Attacks on the Unites States Act, Public Law (P.L.) 

107- 117, appropriated $70 million for the construction and renovation of NIH intra- 
mural biocontainment facilities. The Consolidated Appropriations Act of 2003, P.L. 

108- 7, provided $372.6 million to NIAID for construction of extramural biocontain- 
ment facilities and $291 million for construction of additional intramural biocontain- 
ment facilities. Further, the Project BioShield Act of 2004 (P.L. 108-276), amended 
the Public Health Service Act to provide ongoing authority to NIAID to award 
grants and contracts for construction of research facilities. An additional $150 mil- 
lion was appropriated for NIAID in the 2005 consolidated appropriations act (P.L. 
108^47) for extramural facilities construction grants. 

The NIH is now implementing a construction program that will complete 14 new 
BSL-3 facilities and 4 new BSL— 4 facilities within the next several years. During 
this process, the NIH or its funded institutions have participated in literally hun- 
dreds of public forums on the nature and safety of the new facilities, and have sub- 
mitted reports to Congress annually, along with periodic updates on our strategic 
plans. In addition, NIH leadership has discussed the infrastructure expansion with 
Congress on many occasions. And because NIH does not fund or conduct classified 
research, the title and substance of every research project funded by the NIH is 
publicly available. 

Another important aspect of the biodefense research infrastructure is a network 
of ten NIH-funded Regional Centers of Excellence for Biodefense and Emerging In- 
fectious Diseases Research (RCEs). Created in 2003, these multidisciplinary aca- 
demic research programs are located at institutions across the country and provide 
the scientific expertise for a wide-ranging biodefense research program, directed 
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against deliberate and naturally-occurring threats, that will be pursued in the new 
facilities. 


NIH Role in Ensuring Safety 

The NIH is committed to helping ensure that all biodefense research facilities pro- 
vide maximum protection for public health. The NIH is committed to the highest 
quality in the design and construction of these facilities, the rigorous training of the 
personnel that operate them, and the safe conduct of the research undertaken with- 
in them. 

To ensure that the new laboratories are designed and constructed to the highest 
standards, the NIAID works closely with each grantee institution. Highly experi- 
enced NIAID staff architects and engineers, with extensive experience in design of 
biocontainment facilities, are assisted by a Construction Quality Management group 
of contracted consultants with additional expertise. Together, these teams make cer- 
tain that the finished projects will meet the regulations of HHS’s Centers for Dis- 
ease Control and Prevention (CDC) and the Department of Agriculture’s Animal and 
Plant Health Inspection Service (USDA/APHIS) for facilities that conduct research 
on select agents. 

The NIH also supports a vigorous biosafety and biocontainment training effort 
that has expanded substantially over the past five years. The National Biosafety 
and Biocontainment Training Program (NBBTP) is a partnership between the 
NIAID and the NIH Division of Occupational Health and Safety (DOHS), managed 
by a not-for-profit education and research foundation. The mission of this program 
is to prepare biosafety and biocontainment professionals of the highest caliber. The 
program offers two-year post-baccalaureate and post-doctoral fellowships at NIH’s 
campus in Bethesda, Maryland, with both academic and hands-on training. The 
NBBTP has also provided training for containment laboratory operation and main- 
tenance personnel across the country. In addition to this program, NIAID funds 28 
Institutional Training Grants in Biodefense, and the RCEs conduct extensive train- 
ing in biosafety and biocontainment. At the RCE at Emory University in Atlanta, 
for example, trainees from across the country regularly participate in BSL— 3 and 
BSL-4 training in mock laboratories, constructed specifically for training purposes. 

When these new facilities are ready for operation, NIH is committed to ensuring 
that the research conducted within them is performed safely. The most widely used 
guidance on the safe conduct of this research is the Biosafety in Microbiological and 
Biomedical Laboratories Manual (BMBL), which was first produced jointly in 1984 
by the NIH and CDC and which is now in its fifth edition and available online. 

Monitoring adherence to good laboratory practices is a complex process because 
multiple agencies are involved. Much of the research in BSL— 3 and BSI^4 facilities 
involves pathogens that have been designated as select agents. CDC and APHIS 
have the responsibility for regulating the possession, use, and transfer of select 
agents. For research that involves recombinant DNA, the select agent regulations 
incorporate the NIH Guidelines for Research Involving Recombinant DNA Molecules 
(Recombinant DNA Guidelines) as a consideration in the entity’s development of its 
biosafety plan. The NIH Office of Biotechnology Activities (OBA), with advice and 
guidance from the NIH Recombinant DNA Advisory Committee (RAC), is respon- 
sible for implementation of the Recombinant DNA Guidelines, which outlines bio- 
safety and containment standards for research involving recombinant DNA. Also, 
the select agent regulations require that restricted experiments, such as the delib- 
erate transfer of a drug-resistant trait to a select agent, must be approved by CDC 
or APHIS prior to initiation. However, some research conducted in BSI^3 facilities 
involves neither select agents nor recombinant DNA. 

Local institutional bodies play a very important role in oversight of many aspects 
of biomedical research. For example, oversight to protect human subjects in clinical 
studies is provided by local Institutional Review Boards (IRBs), and in the case of 
animal research, oversight to ensure humane treatment is provided by the Institu- 
tional Animal Care and Use Committees (lACUCs). The NIH Guidelines mandate 
that Institutional Biosafety Committees (IBCs) oversee recombinant DNA research, 
but many institutions have gradually broadened IBC responsibilities to include over- 
sight of research involving all pathogens studied at BSL-3 and BSI^4 levels. At 
this time there is no Federal body that sets national standards or policies for this 
function of local IBCs, and adherence to BMBL guidelines for BSI^3 and BSL-4 re- 
search is voluntary; however, the select agents regulations require regulated entities 
to comply with the BMBL guidelines or equivalent standards. 

The NIH is deeply concerned about recent reports of accidents occurring in BSL- 
3 facilities. When these events involve recombinant DNA, they are reported to the 
OBA, and a root cause analysis is done so that NIH can assess the adequacy of the 
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institution’s response and work with the institution to put mechanisms in place to 
mitigate the chance of a reoccurrence. To enhance all of the functions of the IBCs, 
the NIH has worked intensively with the IBC community. These efforts have in- 
cluded an extensive program of outreach and education, involving frequent day-long 
training sessions, exhibits at major scientific conferences, policy guidances, edu- 
cational resources for institutions to use in local training, and other means. Further- 
more, each of the institutions receiving one of the new facilities construction grants 
from NIAID has an IBC appropriately registered with NIH and each has willingly 
accepted responsibility for adhering to BMBL standards. 

The NIH is examining ways to strengthen local and Federal oversight of facilities 
that conduct NIH-funded research. The issues associated with oversight of research 
in BSL— 3 and BSL— 4 facilities transcend the NIH, or even the HHS. Biodefense re- 
search involving BSL-3 and BSL-4 facilities is conducted by many government 
agencies, including the Department of Defense (DoD), the Department of Homeland 
Security (DHS), and the USDA, as well as by universities and biotechnology compa- 
nies. As I noted earlier, BSI^3 facilities exist in hospitals for routine handling of 
clinical samples. It is important to devise a framework that improves oversight, 
training, and reporting to enhance safety without causing unintended negative con- 
sequences for either patient care or the biodefense research program. For that rea- 
son, HHS, USDA, DHS, and DoD have already agreed to establish a Trans-Federal 
Task Force to undertake, in consultation with other relevant agencies, an intensive 
analysis of the current biosafety framework and to develop a set of recommenda- 
tions for improvement. Given the critical importance of biosafety to protecting public 
health and the concerns that the high containment facilities engender among local 
communities, active participation in this process from the public at large will be es- 
sential. 

Support for infrastructure for biodefense research is essential if we are to fulfill 
our biodefense research agenda and protect the Nation from disease threats, be they 
deliberate or acts of nature. We have already made substantial progress with the 
facilities now available. For example, NIH-funded scientists have developed a safer 
second-generation smallpox vaccine called ACAM2000 and a very promising new 
smallpox drug named ST-246. Investigators have developed and tested a new an- 
threix vaccine called rPA and have achieved promising results with antibodies capa- 
ble of neutralizing anthrax toxins. They have developed first- and second-generation 
vaccines against Ebola virus, and investigated a promising Ebola therapy based on 
RNA interference. These and many other advances required the use of containment 
facilities of the type that are now under construction. Progress should occur more 
rapidly as the new facilities become available. 

NIH-funded biodefense researchers are acutely aware of the threat posed by the 
pathogens they study. These experts understand the need to handle them with ut- 
most care, the need for rigorous training and state-of-the-art equipment, and the 
need to scrupulously follow all required procedures. Their awareness also includes 
a deep understanding that the Nation’s biosecurity depends on their work, which 
is the conduct of research that will lead to new tools essential to meet emerging and 
re-emerging threats to public health.Thank you for this opportunity to discuss this 
very important issue with you. I will be happy to answer questions. 


Mr. Stupak. Thank you. Captain or Dr. Chosewood, an opening? 

Dr. Chosewood. No. 

Mr. Stupak. OK. We will go to questions. 

Dr. Besser, if we can start with you please. There is a thing 
called restricted experiments, right, which pose extraordinary 
risks? 

Dr. Besser. Yes, sir. 

Mr. Stupak. And you have to apply for a permit to do these re- 
stricted experiments? 

Dr. Besser. That is correct. 

Mr. Stupak. Where are these restricted experiments carried out, 
at level 3 labs or level 4 labs? 

Dr. Besser. Yes, they are conducted in select agent laboratories, 
primarily at level 3 and 4. 

Mr. Stupak. OK. And how many applications do you receive for 
these restricted experiments on an average each year? 
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Dr. Besser. Approximately five or six. 

Mr. Stupak. Five or six. If these are restricted experiments or 
the ones that impose extraordinary risk and if you only get five or 
six of these, why would we want to increase all these labs then? 

Dr. Besser. When you look at the breadth of work that takes 
place in select agent laboratories, it is a very small part of that 
work that would be classified as a restricted experiment. The vast 
majority of the work does not fall within the category of restricted 
experimentation. 

Mr. Stupak. OK. Well, before 2001, we had three of these labs, 
level 4 labs, we are now up to 15. How many labs do we need at 
level 4? 

Dr. Besser. We are at the anniversary of that anthrax attack 
and at that time I was in Boca Raton working with the FBI inves- 
tigating that outbreak. I spent 2 weeks in the Winnebago with 
them. And during that time, I can tell you that we were pretty 
scared about our ability to deliver countermeasures to people who 
might need them. 

Mr. Stupak. OK. But how many labs do we need, or do we need 
more Winnebagos? 

Dr. Besser. I can tell you based on my experience in that event 
and my experience previously as head of the branch at CDC that 
does anthrax work, that there was a limitation on our ability to de- 
velop countermeasures based on the number of labs. I cannot tell 
you though how many labs we need. 

Mr. Stupak. But to develop countermeasure does not mean nec- 
essarily more labs, right? 

Dr. Besser. Well, when you look at what it takes to develop a 
countermeasure, these measures need to be tested and much of 
that work, in terms of testing, requires animal testing. That type 
of work does require high-containment laboratories. 

Mr. Stupak. OK. Dr. Auchincloss, let me ask you then because 
you said you have the distinguished panel. There was strategic 
planning of the three or four level labs and you indicated there 
were not enough labs. 

Dr. Auchincloss. That is correct, sir. 

Mr. Stupak. So did the panel recommend how many labs we 
needed then? 

Dr. Auchincloss. The panel recommended a research agenda. It 
did not recommend, specifically, the number of new facilities that 
would be needed. 

Mr. Stupak. Would the research agenda then dictate the number 
of labs we need in this country? 

Dr. Auchincloss. The research agenda was what we used to de- 
termine the number of new facilities needed in the country. 

Mr. Stupak. OK. So you used the research agenda to determine 
the number of labs we need in this country. Is that what you said? 

Dr. Auchincloss. That is what I said. 

Mr. Stupak. So how many level 3 labs do we need in this coun- 
try? 

Dr. Auchincloss. We determined, on the basis of that research 
agenda, that between 10 and 15 BSL-3 facilities were needed for 
the extramural community. 

Mr. Stupak. Ten to 15. 



80 


Dr. Auchincloss. And at least two level 4 facilities for the extra- 
mural community. 

Mr. Stupak. ok. We had three. We are now up to 15. So it 
should he five, so we got 10 too many level 4 labs? 

Dr. Auchincloss. Sir, the estimates that the NIH has put to- 
gether refer to the needs for the scientists that the NIH funds. 

Mr. Stupak. Sure. 

Dr. Auchincloss. And we are not trying to claim that our plan- 
ning applies to other Government agencies or other funding agen- 
cies. 

Mr. Stupak. So you only want five labs total then to do what 
NIH wants to do? 

Dr. Auchincloss. NIH determined that it needed between 10 
and 15 BSL-3 facilities. 

Mr. Stupak. Right. And two more level 4. 

Dr. Auchincloss. And two level 4 for the extramural commu- 
nity. 

Mr. Stupak. Correct. 

Dr. Auchincloss. And then we actually determined that we 
have two additional level 4 facilities for the intramural program 
that can be worked. 

Mr. Stupak. So your scientific panel only looked at what NIH’s 
needs were. 

Dr. Auchincloss. Our scientific panel only looked at what the 
NIH research agenda would be. 

Mr. Stupak. Did CDC do the same things, take a look at what 
you thought was necessary? 

Dr. Besser. No, sir. CDC looked at its own needs in terms of the 
work that we do in diagnostics and that lead to the expansion at 
CDC in our level 4 capabilities. 

Mr. Stupak. OK. So the CDC then determined you needed so 
many level 4 for your work you do in this area? 

Dr. Besser. That is correct. 

Mr. Stupak. And how many is that, level 4 labs? 

Dr. Besser. Four additional laboratories at CDC. 

Mr. Stupak. Four more additional labs at CDC. So it looks like 
every agency is making their own assessment and doing their own 
thing basically, right? 

Dr. Besser. I think that there is room for a more comprehensive 
look at our national needs in both of these areas. 

Mr. Stupak. Well, if you got 15 different agencies, was your 
other testimony, you are up to four. If we did five, four at each one, 
four times 15 is 60. We would need 60 more level 4 labs if every 
agency did their own assessment. Is anyone in control ball? Who 
should be in control? It sounds like CDC, in your testimony. Dr. 
Besser, are the ones who do the protocol; you are the ones that do 
the inspections. Should you be in charge of all the labs of all the 
agencies? 

Dr. Besser. I think that the process that Dr. Auchincloss re- 
ferred to in his oral statement of pulling together an intra-govern- 
mental group, pulling together a blue ribbon panel to look at the 
activities in BSL-3 and BSL-4 facilities will help to address that 
issue. I think that CDC is effectively executing its mission around 
the select agent program. But as we have heard, that does not 
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cover all of the organisms that need to be handled safely and se- 
curely in laboratories. 

Mr. Stupak. Well, let me ask this. It seems like from where I 
am sitting, over a billion dollars have been spent on labs that we 
know of. No one can tell me how many labs that we have, the 
quantity of stuff we are looking at, the quality of stuff we are look- 
ing at that could be a threat to this country. It seems like if we 
put the money out there then germs will come, so we will build 
these labs. I mean, what has really changed since the fall, other 
than anthrax, OK? Other than that, what has really changed that 
would require this proliferation of labs that agencies double and 
triple in labs they have. Is there a greater threat to us? If so, 
should we not be putting the money into research as to most all 
labs? So what has changed in the last 5 years, other than more 
money available? Can someone answer that? 

Dr. Besser. I will start and you can follow. I think 2001 was a 
wake up call; and it was a wake up call in terms of anthrax. But 
it was a wake up call beyond that and it forced a look at what are 
the potential agents that could be used deliberately and what are 
our abilities to respond with either vaccines or treatments for those 
conditions. That lead to issue of legislation and a push to develop 
countermeasures. 

Mr. Stupak. True. 

Dr. Besser. But as part of that, there was a move to expand the 
laboratory capability to be able to address those needs. In addition 
to that, if we look at our overall preparedness efforts around the 
country, there has been developed something called the Laboratory 
Response Network, which is not doing research but it does have 
BSL-3 capabilities in order to be able to rapidly diagnose these 
type of serious infections we are talking about to allow commu- 
nities to respond faster. We are now at a point where 90 percent 
of the U.S. population lives within 100 miles of one of these facili- 
ties and it has created, I think, a laboratory infrastructure that is 
critical to our preparedness and response. 

Mr. Stupak. But preparedness would be a countermeasure, a 
medical countermeasure to like anthrax. Have we seen any 
counterterrorism, medical counterterrorism measures to defeat an- 
thrax. We still have not determined the strain from 2001, according 
to the last panel, as the one that killed five people and sickened 
20 others. 

Dr. Besser. There has been a lot of work done in the area of an- 
thrax, vaccine work and countermeasures. CDC has undertaken a 
study looking at the existing anthrax vaccine to try and reduce the 
number of doses that are required to confirm protection. In addi- 
tion, NIH has supported extensive work in developing vaccines for 
anthrax that might be much safer. 

Mr. Stupak. When was the last time you updated the selected 
list, the selected agents? 

Dr. Besser. The last time was August 28 of this year. We pub- 
lished in the Federal Register and it is still open for comment, the 
latest revisions to the select agent list. 

Mr. Stupak. Is SARS going to be one of these select agents? 

Dr. Besser. SARS was considered by the committee. If I could 
explain the process by which agents are considered? There is an 
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intergovernmental committee called the ISATTAG. That is the 
Intergovernmental Select Agent and Toxin Technical Advisory 
Group. It contains representation from all the Federal agencies 
that do work with select agents: GDC, NIH, FDA. 

Mr. Stupak. This group met in August this year. When did it 
meet before August of this year? 

Dr. Besser. Well, the notice went out in August. 

Mr. Stupak. OK. They met this year. When did they meet before 
this year? 

Dr. Besser. The ISATTAG not only reviews the select agent list 
for our program, but they also review proposals for restricted ex- 
periments, as was discussed earlier. And the ISATTAG meets on 
an ad hoc basis, typically four or five times a year as needed when 
issues come up. 

Mr. Stupak. OK. Now, getting to the issue asked about SARS. 

Dr. Besser. No, select agents. 

Mr. Stupak. OK. You met four to five times. SARS is a select 
agent. The hantavirus is not a select agent. And there is one other, 
dengue fever. These are all we have no cure for. If they break out, 
people can die. 

Dr. Besser. Right. 

Mr. Stupak. It seems like you are building the labs but no one 
is doing anything about getting a list and trying to restrict the re- 
search of the most dangerous things that could cause most harm 
to us and spend, what, 5, 6 years. 

Dr. Besser. Each of those agents has been considered and was 
not included on the list. There are 14 criteria that are looked at 
when considering an agent for the select agent list. When the 
SARS epidemic first occurred and we knew very little about that 
virus, it was being handled in BSL-4 facilities. When the ISATTAG 
looks at the science around an agent and whether it should be con- 
sidered a select agent, we look at the degree of pathogenicity, how 
bad an infection does it cause, how easy is it to transmit person- 
to-person, how easy is it to spread within a community, what is the 
route of exposure, how stable is it in the environment, how easy 
would it be for somebody to produce that agent, can it be geneti- 
cally manipulated or altered because there are long term 

Mr. Stupak. SARS does not make it then? 

Dr. Besser. Well, SARS did not make it to that list and if 
you 

Mr. Stupak. Since the fall of 2001, have you added any more 
agents to this select list? Select list first came out, what, in 1996? 

Dr. Besser. Yes. In October 2005. 

Mr. Stupak. How many have you added since the fall of 2001? 

Dr. Besser. The 1918 influenza virus was added in October 
2005. 

Mr. Stupak. OK. We had flu. Did you add anything else? I am 
trying to justify all this money and all these labs. If we have a se- 
lect agent list in 1996 at 72 and we add one, we get up to 73 
maybe; how do we justify a proliferation of all these labs? 

Dr. Besser. Well, the work being done in those laboratories is 
not necessarily being done just on the new agent, 1918 flu. But it 
is acknowledging the lack of work or the need for work with some 
of the existing agents. 
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Mr. Stupak. Correct. And Congress’ charge was to develop coun- 
termeasures to make America safe. And if the list has not grown 
more agents that we should be concerned about but yet we have 
probably 10 times more labs than we had before then. Again, it 
goes back to look like we are building labs and hoping the germs 
will come. That is my concern. Mr. Green for questions. 

Mr. Green. Thank you, Mr. Chairman. When you let off by ask- 
ing how many Winnebagos we need, our colleague, Mike Ross on 
our committee keeps talking about all those FEMA trailers we 
have in some field in Arkansas. Maybe we can put wheels on them 
and get them. I thank our panel for being here and appreciate your 
work. Coming from Texas, we certainly have been following the 
news accounts on instances in the Texas biosafety labs. One of the 
news articles quotes a laboratory expert who compared lab settings 
to hospital settings and noted that infections are not entirely unex- 
pected. Generally, where are the risks in this line of work and 
would you say that they are primary to the lab worker or would 
it be to the broader community? 

Dr. Chosewood. Obviously, we are concerned about infections or 
releases in any setting because safety is a vital component of all 
laboratory work for certain. The vast majority of incidents that 
have occurred and given the vast amount of work that has gone on, 
we believe that the actual number of events is very small. But 
when those events have occurred, they have affected primarily the 
laboratory workers. The select agents folks can give you some spe- 
cific numbers on the amount of workers who have acquired infec- 
tion. But the risk to the environment, in all of those cases, has 
been non-existent in our opinion. 

Mr. Green. OK. Another course of questions of safety are of ut- 
most concern, but I also want to make sure that we have a meas- 
ured and thoughtful reaction to the incidents we hear about. Of 
course, we want 100 percent safety but based on the incidents to 
date, the expert indicated that he was not certain the problems 
reached the level of a crisis. Can you share your thoughts on that 
issue, and would you agree or disagree with that statement wheth- 
er it had reached that level of crisis? 

Dr. Besser. I think it is critically important that we move for- 
ward very quickly to convene an intergovernmental group and look 
at a process for reviewing how lab safety oversight is now provided 
and we are committed to doing that. I think that the work of this 
committee in shedding light on issues about safety will help move 
the entire field forward and we welcome an opportunity to see the 
GAO report and the preliminary report and their recommendations 
because I think that as a young program, there is a lot we can 
learn and there is a lot we can do to improve our oversight. 

Mr. Green. Well, I know our Oversight and Investigation Sub- 
committee, we do not do legislation but typically will refer to our 
the committee’s Health Subcommittee, for example, and I look for- 
ward to working with you and I know our full committee does. 
Based on the incident reports received by the GDC, what is the pri- 
mary source of the incidents in the biosafety labs? Can you at- 
tribute it to accidents, the human or engineering design flaws? 

Dr. Besser. The vast majority of events involve human error. 
That is why it is so important that individuals, like your daughter. 
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are well trained if they are going to be working in a laboratory; 
that they have the right equipment for the type of experiment that 
they are doing; that that experiment has been designed to mini- 
mize the amount of risk; and that their engineering controls, in 
case that individual makes an error, it does not get outside of the 
laboratory. 

Mr. Green. OK. Our GAO witness mentioned the CDC biosafety 
microbiological and the biomedical laboratories guide, as well as 
the importance of training lab staff. Specifically, Dr. Rose men- 
tioned that BMBL’s guidelines that personnel must receive training 
on potential hazard and precautions. Can you elaborate on that 
training guideline? Is there a mandate for that guideline for level 
3 and 4 or is it to all the levels of these labs? 

Dr. Besser. You want to comment on that. Dr. Weyant? 

Dr. Weyant. With respect to the regulated select agent commu- 
nity, select agent laboratories are required to have a biosafety plan, 
along with a security plan and an incident response plan. They are 
required to train their staff in accordance with these plans and 
they are also required to perform drills on an annual basis. As part 
of our inspection regime through the CDC select agent program, we 
review training records when we inspect entities. 

Mr. Green. OK. I would like to carry forward and since I am al- 
most out of time. Dr. Weyant, I am interested in clarifying the type 
of agents that are being researched in the BSL-3 and BSL-4 labs. 
Our witness on our fourth panel has referred to these agents as bi- 
ological weapons agents. A term that certainly elicits strong reac- 
tion from the public. My understanding, however, is that these are 
not actually weapons agents by definition, rather they are infec- 
tions agents occurring naturally in nature. Is it fair to assume that 
the BSL-4 labs are necessarily working on biological weapons 
agents and can you clarify the distinction of the two? 

Dr. Weyant. Well, it depends on usage. An agent such as bacil- 
lus anthracis, the agent that causes anthrax, exists in the environ- 
ment. It exists in soil in many parts of the world. However, the 
agent can be grown up and purified and weaponized as was dem- 
onstrated in the events beginning October 4, so it is difficult to 
take a single organism on this list and say it is absolutely a weap- 
ons agent or it is absolutely a naturally-occurring agent. I would 
say it is fair to say that for the agents listed on this list, it is pos- 
sible that they could be both. 

Dr. Besser. If I could add to that. 

Mr. Green. Please. 

Dr. Besser. Currently CDC is assisting States on investigation 
of cases of anthrax in Connecticut, cases of botulism in the South- 
east, cases of tularemia in the Southwest. These are all agents that 
are select agents and it is important that they have laboratories 
that can diagnose those. But in their naturally-occurring form, they 
are not something that could readily be used in a biological attack. 
But in these laboratories we can learn about those agents and we 
can work to improve our diagnosis, which is critical, and help to 
develop treatments. 

Mr. Green. OK. Thank you, Mr. Chairman. 
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Mr. Stupak. But in response to that last question, especially on 
botulism, the FDA’s response was that it closed down six of their 
13 labs. 

Mr. Green. I think those make sense, which was just said. 

Mr. Stupak. Botulism. If we are going to find it, FDA has re- 
sponsibility but they want to close six of the 13 labs. Should not 
we add food safety to GDC then? 

Dr. Besser. There are different roles in FDA. We have a primary 
role in terms of investigating outbreaks related to botulism and 
distributing the botulism antitoxin. And to succeed in that mission, 
we have to ensure that we have rapid diagnostics. Currently, our 
laboratories at CDC are working on a new ELISA test, which is 
rapid test for diagnosing botulism that will have natural applica- 
tions, as well as applications if there were deliberant events. 

Mr. Stupak. Right. I do not disagree with you with that last 
statement but if the FDA, who is responsible for it, is closing the 
labs and you guys are opening more labs, it seems like the agen- 
cies — no one is in charge here. Everyone is doing their own thing. 
With that, let me turn it over to Mr. Burgess for questions please. 

Mr. Burgess. Thank you, Mr. Chairman. I apologize for being 
out of the room for a while. I know I pledged to you earlier today 
that I would not desert you through this hearing and my State del- 
egation called and they actually rank a little higher than you, Mr. 
Chairman. Let me just follow up and listening to the chairman’s 
questions. Dr. Besser, in the room outside, on the select list, the 
select agent list, that is developed, SARS is not on that list. Is 
there a downside to having an agent on that list? Does it in any 
way inhibit research, inhibit the evaluation of the agent? Is there 
a research-oriented reason not to put an agent on that list? Is it 
going to make it more difficult for the scientists to do their job? 
And actually, whoever feels that they can answer the question. Dr. 
Weyant, that is fine. 

Dr. Weyant. Thank you, sir. Yes, there is a downside to doing 
work in a highly-regulated environment. There are extensive record 
keeping requirements that we have for select agent laboratories. 
There are extensive security requirements. As was discussed ear- 
lier this morning, individuals who apply to work with select agents 
have to undergo a Department of Justice security clearance proce- 
dure, whereas individuals that would not work on a select agent, 
do not have to undergo that. So there is a downside to working in 
a highly-regulated environment. There is a lot more paperwork and 
it is more resource intensive. 

Mr. Burgess. I referenced SARS earlier because of the rapidity 
with which you guys, all of you at the table, made the designation 
of a coronavirus previously reported and causing human disease, 
came from a remote area in China, spread on planes from people 
coming over here. Really relatively unsophisticated tools that beat 
back the threat of this epidemic and I do not want to see us, Mr. 
Chairman, do anything on this committee that would rob us of that 
ability and I cannot say that anyone new going into that epidemic 
that we are going to be able to beat this with epidemiology and 
quarantine. But at the same time, because of the work that you do, 
the scientific ground work that you did early on in that investiga- 
tion, lead you to the conclusion that we have tools on a shelf that 



86 


we can beat this with and they, in fact, are the same tools that 
were available in 1918 and let us get busy and do them. 

In fact, I was really concerned, not to pick on the CDC but you 
guys had a scientist get sick over in China; and he got put on a 
Lear jet and brought back over to this country and I think refueled 
two or three times coming back over here. I called the CDC back 
in 2003 very concerned about is this the best way to be handling 
a suspected case of SARS, putting them on an airplane with the 
recirculating air that is present on an airplane, worrying about the 
exposure to people, perhaps the ground based operators who would 
be involved in refueling that plane and doing it for service that was 
required at the various stops it made back to this country. It 
turned out the scientist did not have SARS. 

While I appreciate your dedication to bringing one of your own 
back who was ill, I must admit I was terribly concerned. Turns out 
that that concern was misplaced. Again, I just do not want us to 
do anything that undermines your ability to do your job because 
often times you do not know what it is you are going up against 
and you are literally walking across a bridge as you are building 
it. And we just have to be very careful that we do not stymie that 
creativity and that ability to respond. But that does lead me to the 
question that I asked the previous panel before and if you wanted 
to place us on a continuum of exposure to safety, obviously we were 
at one place in 2001 when the anthrax attacks on the Senate oc- 
curred, have we moved on that continuum forward or back in the 
6 years that have passed since that time? 

Dr. Weyant. I think we have moved forward and I think we 
have moved forward because we now have a program in place that 
is really requiring a lot of laboratories that are working on select 
agents. The area of select agents, as has been said, does not cover 
the full spectrum of germs that can be harmful. But we did not 
have in place a program that required a detailed background check 
for individuals who work with these agents. We did not have a pro- 
gram that required approval and required inspections, that re- 
quired documentation of safety, as well as security methods. So 
that is an improvement. There is a lot more that can be done and 
this process of this committee is raising really important issues 
that we need to address. I can tell you about the CDC’s ability to 
move people who are potentially infectious has improved. By early 
spring, we will have a self-contained biocontainment unit that we 
will fit in the CDC plane that will allow for transport of a pas- 
senger safely. Again, it is critical, especially when we do not know 
what we are dealing with, like the beginning of the SARS epidemic, 
that we are able to use engineering controls to protect the public. 

Mr. Burgess. True. Well, that is very reassuring to hear that. 
Mr. Chairman, I just also have to mention, last year when I was 
taking a trip to Iraq, I think it was one trip with Mr. Green and 
I took a side trip to Geneva to visit what was going on with the 
World Health Organization. At that time, we were all real con- 
cerned about the bird flu. And CDC had their people on the ground 
in Geneva, in the, I do not know what you call it, the whatever it 
is, the biologic room, and it is an impressive amount of work. And 
that is impressive protection provided by American scientists on 
loan to the World Health Organization. Not the World Health Or- 
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ganization, directive of the CDC but American scientists on loan. 
And they went through the day’s reports with me. It was absolutely 
astounding the breath, the scope, the danger that people were in 
having to go to remote areas and ferret out the symptoms that had 
come to their attention that might be indicative of something much 
more serious. So, Mr. Chairman, unless we get too complacent or 
smug up here that these are not real illnesses, real issues, I mean, 
these guys are on the front line and I believe they are committed 
to doing a good job. I just want us to be able to give the tools, de- 
liver the tools to them that they need. 

Mr. Stupak. Dr. Besser, on your page four of your testimony the 
statement is made that the NIAID estimated the new BSL-3 and 
BSL-4 facilities would be required to accomplish the research 
agenda. Our committee has asked for a copy of that assessment. 
When will you provide that copy of the assessment? 

Dr. Besser. We will work with your committee to provide that 
as soon as we can. 

Mr. Stupak. Yes, but we would have liked it before the hearing, 
that is why I am asking, so get it to us, OK? 

Dr. Besser. Yes, sir. 

Mr. Stupak. All right. Second, let me ask you this question. 
When you are working with SARS, as has been brought up, bird 
flu to plague or Ebola, safety should be paramount. Do you feel 
that the community where these labs are located and first respond- 
ers in these communities should be notified of what agents are 
being studied at those labs? 

Dr. Besser. I think that is an important question and I think it 
is critically important that communities are aware that labora- 
tories are in their community, that they have been engaged as part 
of the decision as to whether a laboratory is being placed. When 
it comes to specifics about what agents are in the laboratory, I 
think that is a difficult question and one that is hard to answer. 
There is the importance of transparency but there is also the issue 
of letting individuals who may want to do harm know where cer- 
tain agents are located and both of those have to be weighed. 

Mr. Stupak. OK. So you said, well, they should know about the 
lab but not necessarily the agents being studied there. But should 
the public then be made aware or notified of the shift of a lab from 
a level 3 to a level 4, like you may be doing down in Bethesda? 
Should that community be made known that it is going to go from 
a level 3 to a level 4? 

Dr. Besser. I think that is an important question. I am looking 
forward to guidance on some of these issues from our review proc- 
ess. I think that we have to weigh the issue of sharing information 
that could do harm to a community versus being open about what 
is going on. And I think that the more trust that the community 
has that the labs are being run safely, the less that is an issue. 
But I do not think that we are where we need to be in terms of 
that level of trust. 

Mr. Stupak. You think we are there at the level of safety? 

Dr. Besser. I think that the laboratories that are being built, 
these state of the art laboratories, are extremely safe. That does 
not mean that an error will not occur. 
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Mr. Stupak. Yes, your own CDC lab in Atlanta was supposed to 
have redundancy in the electricity event when the lightening stuck. 
Everything shut down in a level 4 lab. You did not have the redun- 
dancy that was required and that is a brand new lab. 

Dr. Besser. Dr. Chosewood? 

Dr. Chosewood. Sure. I would love to comment on that. In fact, 
we believe that the GAO findings about the lack of redundant 
power is absolutely incorrect. 

Mr. Stupak. It is incorrect? 

Dr. Chosewood. Yes, sir. 

Mr. Stupak. You should have just one power source at a level 
4 lab, is that what you are saying? 

Dr. Chosewood. No, but in fact, that is not the case. The power 
outage in our building 18 laboratory occurred as a result of an 
error. 

Mr. Stupak. A lightning strike, right? 

Dr. Chosewood. A lightning strike to the building. 

Mr. Stupak. Yes. 

Dr. Chosewood. And unfortunately, the lightning protection sys- 
tem in that building had been interrupted by ongoing construction 
nearby. And so the power failure in that instance was completely 
appropriate. It was as if you were having a power surge in your 
own home. 

Mr. Stupak. So you think 

Dr. Chosewood. And if that were the case 

Mr. Stupak. Power outages at level 4 labs are certainly appro- 
priate? 

Dr. Chosewood. No, I did not say that. One of the things that 
I think is important is to imagine a power surge in your own home 
and you have a breaker that trips appropriately. That is exactly 
what occurred in this situation. And that is what you would want. 

Mr. Stupak. The backup system cable was cut, was not it? 

Dr. Chosewood. This was an interruption of the lightning pro- 
tection system but not the backup cable for power. 

Mr. Stupak. So then why did not the back up one come on then? 

Dr. Chosewood. Because it was not supposed to in an overload 
situation like a lightning strike. So basically at the time of the 
lab — we should tell you that we had no active work going on. The 
maximum containment labs in building 18 are actually not func- 
tional at this point. But even if they had been functional, there are 
multiple systems of safety in place to avoid escape of any dan- 
gerous pathogens. 

Mr. Stupak. But if you do not have any power, those backup sys- 
tems are not going to work. 

Dr. Chosewood. No, I would disagree because the facilities are 
designed to withstand higher levels of containment than the typical 
space. These are pressurized areas. If you have a power loss in a 
maximum containment laboratory, the actual air flow goes neutral, 
it does not become positive. You do not have the escape of that air 
in the lab to the outside. 

Mr. Stupak. OK. 

Dr. Chosewood. Backup power is important. It is a critical thing 
but that was not the case here and our laboratories do have backup 
power. 
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Mr. Stupak. Well, GOA tends to disagree with all you said but 
that is the information we have to work with, to share information 
with us and then maybe we can get some of this squared away. 
You mention audits. Let me just ask about an audit. Do you do any 
surprise inspections of these labs? Do they know when you are 
coming to inspect the labs? 

Dr. Weyant. The select agent regulations give us the authority 
to do surprise inspections. 

Mr. Stupak. Yes, but you do it? 

Dr. Weyant. As a rule, we do not do surprise inspections. 

Mr. Stupak. Well, if they know when you are coming, it is pretty 
easy to pass inspection. Is that what happened at A&M? You guys 
were right there, you guys approved everything, some minor things 
were out of hand and if it wasn’t for this Sunshine Project, we 
never would have found out about the instance there, right? 

Dr. Weyant. Yes, I think the issue of unannounced inspections 
is something we need to consider as we look at improvements in 
our program. I would rather not get into the details of Texas A&M 
given that they have been referred to the Inspector General to as- 
sess whether civil or criminal penalties may 

Mr. Stupak. I am not here to dump on A&M but I am just trying 
to say, without any kind of surprise inspection system, how are you 
going to know? I mean, you said documentation. How do you know 
if the documentation is valid? I mean, this Sunshine Project went 
through a Freedom of Information, went to the State agencies and 
found the information you should have been looking for and you 
were just there. So, I mean, if Sunshine can do it, why cannot you 
who are responsible for inspections figure out a way to double 
check, to truly audit, to be truly independent what we are all 
doing. 

Dr. Weyant. With each one of these events, we learn and we 
look to make improvements. And from our experience with Texas 
A&M and other institutions, there are additional documents, em- 
ployee health records and such, that we will be looking at. 

Mr. Stupak. OK. 

Dr. Weyant. We will be looking to expand the pool of people that 
we interview and we look for, again 

Mr. Stupak. Let me go to Mr. Burgess to see if he has anything 
further. We have got 5 minutes before we have to run down for two 
votes. We should be able to get right back and we can 

Mr. Burgess. I know they will hold the votes for you, Mr. Chair- 
man, so we will take the 5 minutes. 

Mr. Stupak. Sure. 

Mr. Burgess. Can I just ask a question for really anyone on the 
GDC side? If we find a problem, as was encountered at Texas 
A&M, should we not encourage a system that would promote vol- 
untary reporting? You’ve got an issue, confess your sin, work on 
correcting it rather than a system that truly punitive. Design the 
system more like NASA, more like what we see with the nuclear 
submarine program that has such a proactive safety record. 

Dr. Besser. I think that is a very creative idea and something 
we need to explore. We do not want to have a system in place that 
actually leads to less transparency in reporting because of fear of 
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penalties. We want a system where laboratories can learn from 
each other to prevent these from happening in the future. 

Mr. Burgess. Dr. Auchincloss, if I could ask you just in regard 
to NIH and funding for the NIH. Of course, you know this commit- 
tee went through a rather lengthy and involved reauthorization 
process that culminated last year in December and finally just sent 
it to — work and we got a bill passed that reauthorized the NIH for 
the next 5 years, funding at about $30 billion a year to increase 
by 5 percent a year. We took a lot of grief for only increasing your 
budget by 5 percent every year and yet this year the House passed 
labor NIH’s budget is about a 2.3 percent increase, if my arithmetic 
is correct. Is that your understanding as well? 

Dr. Auchincloss. That is my understanding. 

Mr. Burgess. So why have you all not been more outspoken 
about not receiving your full authorized funding increase at NIH? 
Clearly, we are at a time in our Nation’s history where if anyone 
needs a funding, you guys need the funding. We authorized a 5 
percent increase. Again, we were criticized for it not being a 7 or 
9 or 10 percent increase and we only managed to come up with 2.3 
this year. 

Dr. Auchincloss. We have research agendas for extreme drug- 
resistant tuberculosis, further work on influenza, such where we 
could spend the money. 

Mr. Burgess. Well, no question you can spend the money but 
really it is a question of planning too. How can you obligate or ask 
a young scientist to obligate their life to you when you are not sure 
that your funding stream is going to be steady? That was the whole 
purpose in reauthorizing the NIH budget last year. That is why we 
went through that long laborious process. I would just ask the NIH 
to help us make certain that your funding requirements receive no 
less the attention than every other thing that we deal with on this 
committee, whether it be the FDA regulation of tobacco or the 
lyrics of rap songs. Your work is every bit as important as that 
work and I want to hear from you. When we are not doing our job 
at the funding level, goodness knows, I heard from everyone last 
year, where were all your groups this year? Where was the NIH 
when your funding was cut by half, by over 50 percent, your fund- 
ing increase was cut by over 50 percent, where was the involve- 
ment of the NIH? 

Dr. Auchincloss. I got your point. Congressman, I do. 

Mr. Burgess. Very well. And you’ll deliver that to Dr. Zerning? 
Thank you. 

Mr. Stupak. Less construction, more research. With that said, 
we will be at recess for about 10 minutes. We have two votes. This 
panel is dismissed. Thank you. 

[Recess.] 

Mr. Stupak. Witness to come forward. That is Dr. Ed Davis, 
president of Texas A&M University. Dr. Davis, it is the policy of 
this subcommittee to take all testimony under oath. Please be ad- 
vised witnesses have a right under the rules of the House to have 
counsel present and to be represented by counsel at this time. Do 
you have counsel with you, sir? 

Mr. Davis. No. 
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Mr. Stupak. ok. Witness indicates no. So then I would ask you 
to please rise, raise your right hand. 

[Witness sworn.] 

Mr. Stupak. Thank you, sir. Let the record reflect that the wit- 
ness has replied in the affirmative. He is now under oath. Dr. 
Davis, you’ll have 5 minutes for an opening statement. You may 
submit a longer statement for the record if you wish. Dr. Davis, 
we’d like to have your opening statement please, sir. 

STATEMENT OF ED DAVIS, INTERIM PRESIDENT, TEXAS A&M 

UNIVERSITY 

Mr. Davis. Mr. Chairman and Ranking Member Barton, sub- 
committee members, my name is Ed Davis. I am president of Texas 
A&M University. As a brief point of personal privilege, I would like 
to acknowledge Mr. Barton’s long service to the State of Texas, his 
district and to his alma mater, Texas A&M, as well as Mr. Chet 
Edwards, who accompanied me this morning here, who is our 17th 
Congressional District Congressman. 

You might legitimately ask why the president of Texas A&M is 
here. I am not a microbiologist. I am not a doctor. I am not even 
a lawyer. But the answer is really pretty simple. Texas A&M has 
a proud heritage of scientific research. In fact, our 131st birthday 
is today and we have had a long history of providing service to our 
country. More importantly, however, is we have a history of being 
an honest, high-integrity and forthright institution in doing every- 
thing that is right. 

I am here today as president to make four important points for 
the record. Number 1, we made a mistake. We failed to report an 
exposure to a select agent. Brucella, in a timely manner. The de- 
tails of the incident are contained in my written testimony and I 
am pleased to give any additional details that you may wish. I am 
satisfied through our internal review that this was due to human 
error. It was compounded by a failure to have adequate protocols 
and redundant controls in place to ensure it could not happen. 
Number 2, we take this issue very seriously. I, as president, have 
become personally involved in this situation. I have devoted time 
and resources to assess what happened, to analyze appropriate cor- 
rective steps, and to move to implementation to return our program 
to doing the scientific work, the very important scientific work that 
benefits the public health system and the security of our country. 
Number 3, we are taking corrective actions to fix the problem. We 
want to rescue our research, revise the select agent registration 
with the CDC as our regulatory partner, hire and properly organize 
the best talent to lead our safety, security and compliance activity 
and re-establish the trust with the CDC, with you and with our re- 
search funding partners. 

Einally, Mr. Chairman and members, we intend as a learning 
outcome of this episode, to develop in conjunction with you and the 
CDC a model program for select agent research and compliance to 
be in place across the country. In summary, we are committed to 
getting it right. We will use CDC’s comprehensive review that has 
been provided as our road map to compliance and we will move for- 
ward from there. But we will leave nothing undone in moving our 
program to one of a model of documented excellence. This research 
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is important, as I said, to our country’s public health system and 
to our national security. 

I think from the hearing today I have observed three protocols 
and partnerships that make sense and I think the hearing has 
been valuable for that. One is that we need to have good science. 
That is our job in conjunction with our funding partners. We need 
to have absolute compliance. That is our job with our regulator, the 
CDC. And we need regulatory oversight and coordination, which is 
the task of the hearing of this committee today. I think it provides 
value. We appreciate the opportunity to he here. I am here to an- 
swer any questions or provide further details. Mr. Chairman. 

[The prepared statement of Mr. Davis follows:] 

Testimony of Eddie J. Davis 

Mr. Chairman, Ranking Member Barton and members of the subcommittee, my 
name is Eddie Joe Davis, interim president of Texas A&M University at College 
Station. I have held this position since December 2006. The College Station campus 
is the largest of the 10 campuses that fall within the Texas A&M University Sys- 
tem. I am appearing here today at the Subcommittee’s request. 

Texas A&M’s College Station campus is home to approximately 38,000 under- 
graduate students at 10 colleges and approximately 7,000 graduate students. The 
University takes great pride in its reputation as a top tier research institution. I 
am here today to provide testimony regarding our select agent research laboratories. 
As you may be aware, these laboratories have recently been the subject of investiga- 
tion by the Centers for Disease Control & Prevention or “CDC” and, as of June of 
this year, our select agent research work has been suspended pursuant to CDC’s 
orders. 

My comments today will first focus on some background information regarding the 
University’s research program, internal compliance program and the select agent 
labs. I will then move on to the recent matters leading to the CDC’s suspension of 
the University’s select agent research and our commitment to run a model program 
to which others compare themselves. Finally, I will provide observations regarding 
the application of recent Federal regulations governing the possession and use of se- 
lect agents in the laboratories that have emerged over the past few years. 

I want to make it absolutely clear that Texas A&M University is, first and fore- 
most, fully committed to both the safety and protection of our employees, students 
and community, and to following the guidelines and rules on safely and securely op- 
erating our laboratories that handle select biological agents and toxins. Only then, 
will we seek inspection and approval from the CDC to resume the research in these 
labs. 


Texas A&M Select Agent Research and Compliance 

Organizational Structure. The University’s research organization falls under the 
Division of Research and Graduate Studies which carries out its mission through 
several internal units and a variety of external units and centers that are focused 
on important new fields of scientific inquiry. The work of the Division’s units and 
centers spans the full range of scholarly endeavors and disciplines, securing Texas 
A&M University’s place among the world’s leading research institutions. 

The Office of Research Compliance, which is a key unit of the University’s Divi- 
sion of Research and Graduate Studies, is responsible for providing training and 
support to faculty, students and staff in regulatory requirements for scientific re- 
search. Through key committees and related programs and activities, the Office of 
Research Compliance develops, implements and oversees compliance with university 
policies and any applicable research requirements or regulations related to the fol- 
lowing areas, among others: 

• Research involving humans; 

• Research involving animals; and 

• Research involving hazardous materials, select agents or recombinant DNA. 

Research projects involving infectious/biohazardous agents are subject to approval 

by the University’s Institutional Biosafety Committee or “IBC.” The IBC serves as 
the University’s primary interface between the research institution, the Biological 
Safety Officer (BSO), and principal investigators (FIs) concerning lab review, secu- 
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rity, safety, emergency plans, and other activities. In addition to the BSO, the Uni- 
versity has also designated a responsible official or “RO” as required by the March 
2006 Federal regulations promulgated by the Department of Health & Human Serv- 
ices for select agents and toxins. The RO is the University’s designated individual 
who has the authority and control to ensure compliance with the regulations govern- 
ing our select agent labs. 

We presently employ an RO and a BSO, but in an effort to assure full compliance 
and seamless communications, we will combine these responsibilities into a single 
person who will report directly to high-level University management. At present, we 
have an on-going nation-wide search for a new RO/BSO and we expect to have this 
position filled by the end of the month. With the promulgation of the select agents 
and toxins rule, the roles of the RO and BSO have evolved and taken on additional 
responsibilities, which require unique skill sets and experience. 

Select Agent Research Laboratories. Texas A&M University has a long history of 
applied and basic research involving Shiga toxin-producing E. coli. Brucella and 
Coxiella species with the goal of advancing the understanding of mechanisms of in- 
fection and disease, gene function, and vaccine development. The research efforts of 
our investigators have resulted in a better understanding of mechanisms of infec- 
tion, which have 3 delded significant and relevant results with respect to 
immunogens for vaccine development, detection of the infectious agent and modes 
of delivery for achieving the highest probability for success in immunization against 
disease organisms. The collective contributions and over-arching theme of our re- 
search with Shiga toxin-producing E. coli, Brucella and Coxiella bacteria are in un- 
derstanding host-pathogen interactions as the basis for prevention of disease. While 
these are zoonotic agents (i.e., agents that are transferable from animals to humans) 
and prevalent in the surrounding environment, most of the research focuses on dis- 
eases in animals and the economic impact of the resulting animal losses, as well 
as development of better human and animal vaccines. The recognition of the bio- 
weapons potential of these particular agents has only served to make the ongoing 
research at Texas A&M more relevant and important. The four BSI^3 research lab- 
oratories at the University that are registered with the CDC as handling select 
agents are led by principal investigators Dr. Garry Adams, Dr. Thomas Ficht, Dr. 
Jim Samuel and Dr. Vernon Tesch. 

Dr. Adams is a Professor and Associate Dean for Research and Graduate Studies 
in the College of Veterinary Medicine. Dr. Adams’ research involves studies of the 
genetic basis of natural disease resistance, molecular pathogenesis of intracellular 
bacterial pathogens, and the development of vaccines and diagnostic tests against 
zoonotic diseases. For almost two decades, he has been actively involved in improv- 
ing the scientific basis of the two largest animal health regulatory issues in the 
U.S. — brucellosis and tuberculosis. Recently, he has been very active in developing 
and implementing biodefense and emerging diseases research initiatives. 

Dr. Ficht is a professor in the Department of Veterinary Pathobiology at the Uni- 
versity’s College of Veterinary Medicine. Dr. Ficht’s research involves Brucella, an 
animal pathogen, which invades or persists in the phagosomal compartment of an 
animal’s eucaryotic cells including professional phagoc 3 des. His research explores 
host-agent interaction between monocyte-derived macrophages and Brucella with 
the aim of identifying the bacterial factors that subvert intracellular killing and the 
host factors responsible for protecting the host from infection. 

Both Dr. Samuel and Dr. Tesch are Associate Professors in the Department of Mi- 
crobial and Molecular Pathogenesis in the College of Medicine at the Texas A&M 
University System Health Science Center. Dr. Samuel’s research involves identify- 
ing recombinant vaccine strategies to elicit protective immunity to the obligate 
intracellular bacterial pathogen, Coxiella burnetii, the etiologic agent of Q fever and 
a biothreat agent. Dr. Tescb’s research involves a family of bacterial toxins called 
Shiga toxins known to cause disease in humans. Shiga toxins are produced by 
Shigella dysenteriae and E. coli. These microorganisms have been in the news late- 
ly, as the ingestion of undercooked hamburgers or other foods contaminated with 
Shiga toxin-producing E. coli may lead to widespread outbreaks of bloody diarrhea. 
A fraction of patients, mostly children, go on to develop life-threatening complica- 
tions involving acute renal failure and neurological abnormalities. 

Texas A&M University has been conducting research involving the propagation of 
Brucella since the late 1970’s and has performed research using BSL-3 facilities 
since the mid 1990’s. Research in the other BSL-3 laboratories has similarly been 
on-going for some time. In addition to the four research laboratories, two BSL— 3 di- 
agnostic laboratories are operated by the Texas Veterinary Medical Diagnostic Lab 
(TVMDL) located at the College Station campus. From its inception, the TVMDL 
has occasionally received tissue or blood samples from animals which contain bio- 
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logical agents and toxins (e.g., rabies, e-coli, and Brucella) and, therefore, it must 
be equipped to handle these samples in a high containment laboratory. 

CDC’s Investigation of Texas A&M’s Select Agent Research Labs 

I now would like to turn our attention to the reported exposure of a University 
lab worker to the select agent Brucella and the resulting CDC investigation of the 
University’s select agent labs. I will first address the details of the exposure and 
follow that up with comments regarding the CDC’s investigations earlier this year. 

2006 Brucella Exposure. In February 2006, a post-doctoral research associate in 
Dr. Thomas Ficht’s lab was conducting an experiment involving brucellosis using a 
Madison Chamber. A “Madison Chamber” is an aerosol infection chamber that is 
used to infect test animals with various pathogens. The use of the chamber for this 
experiment was loaned to Dr. Ficht’s research associate by another researcher at the 
University’s Health and Science Center, who used the chamber for tuberculosis re- 
search. A Ph.D. research assistant involved in the tuberculosis research which uses 
the Madison chamber was present during the burcellosis experiment conducted by 
Dr. Ficht’s research associate. The research assistant is proficient in the operation 
of the Madison Chamber from her use in research concerning tuberculosis. At the 
time of the experiment, she was present in Dr. Ficht’s lab to observe the proper use 
of the chamber by the research associate who was working with Brucella. After the 
experiment had concluded and the test animals removed, she cleaned the chamber 
as she would if the pathogen had been tuberculosis. 

About 2 months later, the research assistant notified Dr. Ficht that she was ill 
with flu-like symptoms and inquired as to whether or not anyone else was ill. On 
that same day. Dr. Ficht had all other lah employees who were present during the 
experiment in February tested and notified the BSO. Within the next two weeks, 
the research assistant was diagnosed with Brucellosis and, through blood testing, 
it was confirmed that no other employees had contracted it. The research assistant’s 
positive test for Brucella was entered into the public health database by the Brazos 
County Health Department, which was automatically transmitted to the Texas De- 
partment of Health and CDC. The research assistant returned to work, was given 
follow up blood testing and has continued to be monitored pursuant to the institu- 
tion’s occupational health program. 

In October 2006, the University received a request for public documents involving 
incident reports for risk group 2 and higher pathogens from Mr. Edward Hammond 
of the Sunshine Project, one of the witnesses at today’s hearing. In November 2006, 
the University produced a document showing that there had been a single incident 
relating to brucellosis. The University continued to inquire internally as to whether 
there were any additional documents. In April 2007, additional documents were 
identified regarding the Brucella exposure. At that time, the University immediately 
notified CDC and provided the documents to Mr. Hammond. 

CDC’s 2007 Investigation. Following the notification to CDC, the University re- 
ceived a notice of suspension of select agent research in Dr. Ficht’s lah. Inspectors 
from CDC then visited the University to follow-up on the notification of exposure 
and conducted an inspection of the University’s four BSL-3 laboratories. A few 
weeks later, the University submitted information to CDC regarding elevated titers 
for Q fever — a term of measurement of antibodies in the blood — for three employees 
who worked in Dr. Jim Samuel’s lab. Although it was not clear whether notification 
was required for these elevated titers, the University elected to report these levels 
to CDC out of an abundance of caution. While these elevated titers were cause for 
concern, none of the individuals became ill. Following this disclosure by the Univer- 
sity, the CDC issued an order suspending all select agent research at the Univer- 
sity. The University immediately complied. 

On July 23, 2007, an 18-member team from the CDC conducted a comprehensive 
site review of the University’s select agent research activities which ultimately led 
to the CDC’s August 31st site visit report. Though the CDC’s report acknowledged 
the efforts of the University in curing the deficiencies noted by the CDC inspectors, 
we acknowledge that several additional steps need to be accomplished in order to 
be re-certified for select agent research. Our No. 1 goal is to ensure that our labora- 
tories are operated in a safe and secure manner, in compliance with all applicable 
laws and regulations. 

We are using CDC’s August 31st site report as our roadmap to full compliance. 
In fact, we have already begun to take corrective action to cure many of the defi- 
ciencies cited in the report and have engaged outside experts — some of who were 
recommended by the CDC — to assist in this process. This will continue full speed 
ahead. Only after we have satisfied ourselves in the areas of biosafety, security, 
training, recordkeeping and incident response, we will ask the CDC to allow us to 
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re-start the laboratories. We desire to get back to the important business of vaccine 
research, with the CDC as our partner, as soon as possible. 

March 2005 CDC Regulations Could Use Some Clarification 

I would now like to turn our attention to the Select Agent and Toxins regulations 
that were promulgated in March 2005. These regulations are found at 42 C.F.R. § 
73.1 et seq. and were developed pursuant to the Public Health Security and Bio- 
terrorism Preparedness and Response Act of 2002. These Federal regulations per- 
tain specifically to the possession, use and transfer of select agents and toxins and 
I will refer to them as the “SAT Regulations.” 

Like many labs in the U.S. handling select agents and toxins, we have grappled 
with compliance with these regulations. Over the past two and one-half years since 
their promulgation, several areas have emerged which we believe need further clari- 
fication or improvement. I address a few of these areas below: 

Definitions — perhaps the most challenging aspect of the SAT Regulations pertain 
to definitional interpretations of key terms. The possession, use and transfer of se- 
lect agents and toxins in biomedical laboratories is a highly complex scientific en- 
deavor. Added to that is the need to operate the laboratories in a safe and secure 
manner. Given these complexities, the application of definitional terms in the regu- 
lations can take on different meanings given different operating scenarios. Terms 
that are broadly defined can take on different meanings to different people, which 
can result in differential application and enforcement of the regulations. The follow- 
ing terms in the SAT Regulations have led to a good deal of confusion: 

“Access’ to select agents or toxins. 42 C.F.R. § 73.10(a) restricts access to select 
agents and toxins to only those individuals that have been approved by the HHS 
Secretary or Administrator, following a security risk assessment by the Attorney 
General. Whether someone has access or not depends on “if the individual has pos- 
session of a select agent or toxin (e.g., ability to carry, use, or manipulate) or the 
ability to gain possession of a select agent or toxin.” 42 C.F.R. § 73.10(b) (emphasis 
added). While the former condition (has possession) is straightforward, it is the lat- 
ter condition that creates the bulk of the confusion (has the ability to gain posses- 
sion). For example, does someone who has not been pre-approved and observes an 
experiment in a select agent lab have the ability to gain possession of the select 
agent? Or, if the select agent or toxin is in an animal that is locked in cage within 
the lab, does that change the analysis? Presently, the definition of access to select 
agents or toxins is interpreted to be extremely broad. Some degree of reason needs 
to be applied to the rule in order to facilitate good laboratory practices and the ad- 
vancement of scientific research. The effect of the broad application of the definition 
is that any person who enters a SAT lab could arguably have access to the select 
agent and, therefore, must be pre-approved. 

“Routine cleaning, maintenance, repairs, or other activities not related to select 
agents or toxins” 42 C.F.R. § 73.11(d)(2) provides for certain exceptions to the rule 
requiring that individuals entering a SAT lab be pre-approved. The exception in 
(d)(2) specifies that an individual who conducts routine cleaning, maintenance, re- 
pairs, or other activities may gain access to the lab so long as (1) his or her activity 
is “not related to select agents or toxins” and (2) he or she is accompanied by an 
approved individual. The exception is often confused with the requirement set forth 
in 4 73.10(b) as described above. Furthermore, it is unclear what is meant by an 
activity that is “not related to select agents or toxins.” Does the maintenance or re- 
pair of a vent hood that is used for the handling of select agents or toxins fall within 
this exception? It could be argued that any activity within a select agent or toxin 
laboratory is “related” to the agent or toxin handled in that laboratory. 

“Occupational exposure or release” of a selection agent or toxin. 42 C.F.R. § 
73.19(b) specifies the notification requirements in the event of a release of a select 
agent or toxin. The trigger for the notification is based upon whether there is an 
“occupational exposure or release of a select agent or toxin outside the primary bar- 
riers of the biocontainment area.” The SAT Regulations do not define the terms “oc- 
cupational exposure” or “release,” leaving both the regulator and the regulated with- 
out clear direction as to what is expected. In terms of select agents and toxins, there 
is little guidance as to what constitutes an occupational exposure (e.g., mode of the 
exposure or acceptable limits or levels?). 

“Restricted experiments.” 42 C.F.R. § 73.13(a) establishes a requirement that an 
individual or entity may not conduct certain “restricted experiments” unless ap- 
proved by the HHS Secretary. Subsection (b) sets forth two types of restricted ex- 
periments — experiments using recombinant DNA that involve the deliberate trans- 
fer of a drug resistance trait to select agents and experiments that involve the delib- 
erate formation of recombinant DNA containing genes for the biosynthesis of select 
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agents. While there are likely strong public policy reasons for restricting these types 
of experiments (based upon the ultimate end use) without express approval from 
HHS, these two types of restricted experiments are very broadly defined and may 
unintentionally limit legitimate experiments involving similar approaches but result 
in completely different outcomes (and end uses). 

Authorization of Access to Select Agents and Toxins — another area of confusion 
involves the authorization of an individual’s access to a select agent or toxin. 42 
C.F.R. § 73.10(a) states that “[a]n individual or entity — may not provide an individ- 
ual access to a select agent or toxin, and an individual may not access a select agent 
or toxin, unless the individual is approved by the HHS Secretary or Administrator, 
following a security risk assessment Attorney General.” The confusion arises as to 
whether the authorization of an individual is (a) as to a specific select agent, wher- 
ever that select agent might be handled, or (b) as to a specific select agent handled 
at a specific location. If the latter interpretation is correct, the authorization re- 
quirement becomes a bureaucratic paperwork mess. For example, a research sci- 
entist and his/her staff who work with Rickettsia prowasekii (a select agent) may, 
from time to time, visit the labs of or work with other research scientists who han- 
dle the same agent. Requiring that scientist and his/her staff who are already au- 
thorized to access this select agent at their home lab to obtain authorization any- 
time they visit another lab or location where the select agent is handled serves no 
purpose, nor does it achieve any public policy. The regulation should be clarified 
such that the authorization applies to the specific agent in question, not the specific 
agent and location. The focus of the authorization should be, first, on the individual 
(which is why there is a security risk assessment on the individual) and, second, 
on the handling of the select agent. 

In closing, I want to express my appreciation to the CDC for providing a com- 
prehensive review of the steps necessary to rebuild the compliance model for our 
select agent and toxin research program at Texas A&M. As I mentioned previously, 
we are using it as our road map to full compliance. 

The University has made significant progress in implementing corrective actions 
that cure the deficiencies noted by CDC in its findings and has brought in outside 
experts, including several recommended to us by CDC, who have aided us greatly 
in the process. Our efforts will continue at full speed ahead until we have satisfied 
the CDC and ourselves. Our goal is for the University’s select agent labs to be the 
model to which others compare themselves. 


Mr. Stupak. Thank you, Dr. Davis. We will begin questioning. 
We will see if Mr. Barton would like to start. 

Mr. Barton. Mr. Chairman, I am willing to go first but I am also 
willing to let the Chair exercise its prerogative to question first. 

Mr. Stupak. You are the graduate Texas A&M. Why do not you 
go first? 

Mr. Barton. All right. I will be happy to. I think in full disclo- 
sure, Mr. Chairman, I need to say, not only did I attend Texas 
A&M, my father attended Texas A&M, my three children attended 
Texas A&M, numerous aunts, uncles, nephews, nieces and cousins 
have attended Texas A&M. If you added up all the relatives who 
have had the privilege to go to that institution, it would be in the 
neighborhood of 30. So I am a biased questioner in favor of Texas 
A&M. But having said that, as a Member of Congress and this sub- 
committee and the past chairman, I am absolutely committed to 
getting to the bottom of what went wrong and making sure that 
it does not happen again. Mr. Davis, as acting president of Texas 
A&M, when were you first made aware of the Brucella exposure 
and how was it reported to you? 

Mr. Davis. In April 2007, Congressman Barton and I was noti- 
fied that we had discovered that there was an error and a failure 
to report within the timeframe required by the select agent regula- 
tions. This did come about through a request from the Sunshine 
Project for us to produce documents related to our select agent pro- 
gram. And as we did review those documents and discovered that 
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this incident was not reported, as soon as we discovered it, we did 
report the incident and at the same time, provided that information 
to the Sunshine Project. The reason the incident was not reported 
is fairly and lengthy and detailed but I think it is important that 
I give you some summary of what happened. A laboratory worker 
was actually an authorized person in a lab observing the use of an 
aerosol piece of equipment, which she was using for tuberculosis re- 
search. This chamber was then used in a Brucellas, experiment in 
a different laboratory. After she had completed that work, the other 
researcher, the person that was actually providing the machine, 
cleaned the machine unbeknownst to the laboratory technician that 
was conducting the research. As a result, her exposure to the Madi- 
son Chamber, we believe is where the infection came about. A few 
weeks later she became ill with flu-like symptoms. She went to her 
doctor. She was diagnosed with the flu and, ultimately, through a 
couple of trips back to an infectious disease doctor, found that she 
had, indeed, been exposed to Brucellas. At that time, she went back 
to the principle investigator, informed him of this. He immediately 
informed our biological safety officer, where the failure to report to 
the CDC occurred. He did have the rest of his lab workers tested. 
No one else revealed any indication of Brucellas or brucellosis and 
the individual that was infected was treated and has been cleared 
and has been routinely tested since that time, with no adverse ef- 
fects. 

Mr. Barton. The individual that was infected was infected in 
doing a procedure which she did voluntarily and was not instructed 
to do so against protocol, is that correct? 

Mr. Davis. That is correct. 

Mr. Barton. But in spite of that, this employee is currently 
cured and, so far as you know, has no complaint against the uni- 
versity, is that correct? 

Mr. Davis. That is correct. 

Mr. Barton. OK. Now you mentioned that there was an expo- 
sure incident of Brucella, we have talked about that. It is my un- 
derstanding that there was also a Q fever exposure that went unre- 
ported. Can you comment on that? 

Mr. Davis. I think it is helpful to clarify that. After our Brucella 
report and a visit by the CDC, after the CDC had come in in April 
to review this incident with us, after their departure, we were re- 
viewing documents and discovered that we had elevated titers in 
three employees who were actually involved in Q fever research. 
We do titer testing, obviously, to determine from a public health 
standpoint, if anyone has had exposure, it allows us to understand 
if they should be referred to a physician for possible treatment. In 
these cases, it was not clear that we were required to report the 
titers. We did it out of an absolute abundance of caution because 
we had just not reported Brucellas. 

Mr. Barton. This was after the Brucella. 

Mr. Davis. This was after the Brucellas incident and after their 
visit. We felt it was important that we absolutely reveal anything 
that was of any concern. Unfortunately, after we did report the Q 
fever incident, shortly after that, the CDC suspended our select 
agent research. 
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Mr. Barton. Now currently, is the Texas A&M University sys- 
tem fully cooperating with the CDC in their investigation or re-ex- 
amination of the facilities and procedures at Texas A&M? 

Mr. Davis. Yes, we are. We have, of course, received their August 
31 report. We have had a team of individuals, including outside ex- 
perts, helping us with the response to that report, as well as the 
reconstruction of a total re-registration of our select agent program. 

Mr. Barton. And so long as you are the acting president of 
Texas A&M, are you committed to doing everything within your 
power to make sure that A&M fully complies with the CDC direc- 
tives and cooperates in every way to ensure the safety of these 
agents if this type of research is allowed to be commenced again? 

Mr. Davis. Mr. Barton, we are absolutely committed to the re- 
search, to the safety, to the compliance of this research. Absolutely. 

Mr. Barton. Mr. Chairman, before I yield back, I want to recog- 
nize, I think, the chairman of the board of regents at the Texas 
A&M University system is in the audience, Mr. John White, and 
I think that shows the seriousness with which the university takes 
this matter. With that I yield back, Mr. Chairman. 

Mr. Stupak. Well, thank you, Mr. Barton. All the people went to 
Texas A&M in your family, I thought you would end up by saying 
they named a lab after you. 

Mr. Barton. Well, there is an Olin E. “Tiger” Teague Research 
Center at Texas A&M, who was my predecessor and who Congress- 
man Edwards worked for as a district aid. So there is Aggie sixth 
district congressman facility on campus but it is not named after 
Joe Barton. 

Mr. Stupak. You’ll have to do a Chet Edwards, right? Dr. Davis, 
this is a level 3 lab at Texas A&M, right? 

Mr. Davis. Yes, sir. 

Mr. Stupak. OK. Are you in the process of expanding that lab 
at all? 

Mr. Davis. We are not. In our revised registration documents, 
Mr. Chairman, we are actually recommending to the CDC that we 
re-activate two of our laboratories. The two other laboratories, or 
four in total, we have some physical corrections to make to that but 
we are not seeking immediate re-registration of those other two. 
Not until we have them fully in compliance will we ask the reg- 
istration to include them 

Mr. Stupak. Were you here when the last panel testified? 

Mr. Davis. I was. 

Mr. Stupak. OK. I asked about unannounced inspections. Do you 
think CDC should do unannounced inspections? 

Mr. Davis. I think we should have a program that can endure 
any kind of inspection, Mr. Chairman, announced or unannounced. 
I also believe, and this goes back to another question I believe you 
asked and it is related to Mr. Barton’s question, the idea of no fault 
reporting, it seems to us, is a very valid concept and should be pur- 
sued. We should be encouraged to report any kind of occupational 
exposure or loss. And there needs to be greater definition of those 
things. 

Mr. Stupak. Congressman Edwards explained to me a couple 
times that the person who is in charge of safety of your labs there 
has been terminated from employment and you are going about 
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correcting it. Any suggestions on how we do this? I heard a lot from 
the CDC saying, well, we got documentations, we will he question- 
ing this and looking at this. And in the Texas A&M case, the peo- 
ple who were in charge of certain things within the lab had all that 
documentation. Maybe not to the level it was supposed to be but 
they had that documentation and CDC passes you through and 
then because of the Sunshine Project, we find there were greater 
concerns. They come back in with their team and they find serious 
violations. Any suggestions on how we can make sure CDC, or who- 
ever is going to do it, do these inspections for independent verifica- 
tion so we do not have this situation again? As the president of 
Texas A&M, I am sure you got the report from CDC saying every- 
thing is fine and then boom, we find things are not so good. 

Mr. Davis. Certainly it is something that I would not be expect- 
ing on a daily basis to be involved in but I am involved in it now 
and I do have some thought about how we go forward. Frankly, I 
think this hearing is a positive view of what needs to be done. 
You’ve revealed some issues, some lapses in the overall integration 
of the select agent program and the biological research program. I 
think it is more complex than just inspections. I think what we 
have to have, it is very interesting as I analyzed the exit interview 
from the CDC, this was in an oral exit interview, one of the things 
that became very clear to me was that there was a gap between 
the understanding at the research compliance office and what was 
going on in the labs. And part of that misunderstanding was the 
fact, if you do not document it, you have not done it. It is a bit like 
Sarbanes-Oxley issues. So what we actually did is employed an ex- 
pert in the scientific compliance area. Dr. Claudia Mickelson, from 
MIT with an expert in accounting in Sarbanes-Oxley compliance 
because we thought we needed to be much better at transaction 
process documentation. You need to know when people are entering 
the lab. You need to know who is on the registration. You need to 
be sure those things are protected. It is a very complex environ- 
ment which this is all about. But let me give you one other exam- 
ple of why it is so complex. Our re-registration document now is 
900 pages, going toward 1,000. We are not finished. That is for four 
labs that would fit inside this hearing room. There is a huge 
amount of work that has to be done on not just writing the regula- 
tions and implementing them but having the time to make those 
regulations work together so that everybody understands what the 
expectations are and the expectation has to be safety, security and 
good science. 

Mr. Stupak. I understand that and also you have to have the 
people in there who are trained to do it. Like your biosafety person 
who was the biosafety officer at A&M. Had no training in biosafety 
but was an industrial hygienist by education, experienced and he 
was asked to take on these extra duties. Who would have made 
that decision, the head of the lab, your safety officer? 

Mr. Davis. Of the person that was there before? 

Mr. Stupak. Right, who was assigned these extra duties, who 
wasn’t qualified to do it. 

Mr. Davis. Well, I do not know who made that decision. I wasn’t 
there at the time. I will tell you this, we are currently advertising 
and seeking a new biological safety officer that will also be our re- 



100 


sponsible official in interacting with the CDC. We are looking for 
a much greater level of expertise. That is, we want someone who 
is an accomplished scientist with experience in the area of biologi- 
cal compliance. And we have two good candidates and we hope to 
have that filled within just a very short period of time. 

Mr. Stupak. Do you think the communities have a right to know 
what is going on at these lahs? 

Mr. Davis. Absolutely. 

Mr. Stupak. There was some reluctance from the last panel to 
let them know what agents or what we are doing at these labs but 
that can he part of the checks and balance, can it not? 

Mr. Davis. It does. One of the recommendations of the GAO that 
I heard this morning I think is very sound is that we need to work 
with the community health providers to be sure they know what 
we are working on in the laboratories, so if there is an exposure, 
accidental or otherwise, they recognize the symptoms if it comes 
from someone who is working in one of these labs. 

Mr. Stupak. It is Mr. Green’s. I will turn to him for questions 
just in a second. Let me ask you this and hopefully we can all learn 
from the Texas A&M situation. You are telling me your re-license 
is up to almost 1,000 pages now. I am sure as you talk with other 
university presidents and others who have labs on their academic 
facilities, you must have heard from others saying, boy, they are 
putting you guys through a wringer. We got to tighten up our- 
selves. Is that pretty common? I am not asking you to blow the 
whistle on anybody but I am just saying, it seems like this has 
been pretty shoddy the way we have been doing it throughout this 
country, even with the proliferation. We really need to look at this 
in more detail. Not that we are trying to tie up research but, at 
the same time, it just seems like this has heen sort of an area we 
never paid much attention to until we really — and unfortunately, 
your sort of institution that sort of got looked at closer. 

Mr. Davis. This is not the type of role model we would like to 
he, Mr. Chairman. However, I think our episode and the revela- 
tions of this hearing will probably cause others to awaken to the 
need to he very vigilant about these issues and to really focus on 
both the regulations and their interactions with the regulating 
agency. 

Mr. Stupak. Well, my time is up and as you can see, Texas A&M 
has a lot of support on this committee. I am the only one here not 
representing Texas A&M. So with that, let me turn it to Mr. Green 
for questions or do you want to go, Mr. Burgess? Go ahead, Mr. 
Green, you would have been next anyway. 

Mr. Green. Dr. Davis, thank you for being here and I can imag- 
ine under uncomfortable circumstances because those of us who are 
familiar with Texas A&M and high institutions are not found when 
something bad happens. But the good thing about it is when some- 
thing bad happens you also want to fix it and that is what I am 
proud of that we are problem solvers. I wish I could tell you I al- 
ways voted right but if I find out it was wrong, then I will fix it 
somehow. And I hope you know your testimony before us today pro- 
viding us with the lessons it learned, which can make sure that our 
regulatory gaps are filled. And my last series of questions from 
Cl3C, I mentioned the need for rigorous training of lab workers and 
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the CDC mentioned that labs should have a biosafety plan, emer- 
gency response plan, a security plan among others. And its inves- 
tigations in the incidents at A&M, GAO noted that the infected re- 
searcher had a wealth of experience in BSL-2 labs in particularly 
tuberculosis. She was then called in to a BSL-3 lab to work on 
Brucella despite not receiving training on that specific agent. Did 
any biosafety plan speak to the specific protocols when alternating 
between BSL-2 and BSL-3 labs? 

Mr. Davis. Yes, Congressman Green, it did. Unfortunately, a 
modest change in that and that is the worker actually volunteered 
to participate in the experiment because she was familiar with the 
Madison Chamber, which was used in tuberculosis experimentation 
and was being loaned in the lab that was doing Brucellas experi- 
ments. So that is not an excuse, it is simply a statement that it 
is quite different then that she was urged to do it or asked to do 
it. It was a voluntary activity. 

Mr. Green. The GAO office spoke to laboratory experts who 
highlight inherent safety risk when researchers switch from BSL- 
2 to BSL-3. And the GAO noted that the procedures, protocols are 
different among labs and the researchers really need to make sure 
that their safety protocols become part of their routine. From the 
university research program perspective, is this a point made clear 
to select agent programs either through the CDC or other safety 
guidelines? Do you know if that was made plain to A&M? 

Mr. Davis. Well, clearly from the interactions we have had with 
the CDC and the GAO, we are very engaged in improving and up- 
grading our safety plans, our training plans. Actually, during the 
time that our laboratories are not in operation, we are taking ad- 
vantage of that time, in addition to getting our documentation com- 
pleted. We are also having training sessions with the individuals 
that are assigned to the laboratories, including specific training on 
the select agents in which they are working. So indeed, we are tak- 
ing advantage of this time to improve our safety, security and ca- 
pacity to do the research. 

Mr. Green. When the CDC visited A&M in February 2006, days 
after the unknown exposure occurred, was there any mention from 
the CDC about the need to implement training protocols for re- 
searchers specific to the agents they were handling? 

Mr. Davis. I cannot answer that, Mr. Green. I do not know what 
was contained in the report in their February 2006 visit. I was not 
in place at the time. 

Mr. Green. OK. Well, I guess from the testimony from our ear- 
lier panels and seems like there is enormous lack of clarity in the 
system and when it comes to authorities and the responsibilities 
and protocols on the part of the Federal agency and also individual 
research institutions and given the nature of these agents, I think 
the questions need to be crystal clear to both the agency but also 
to our institutions. And I look forward to working with you, of 
course, the CDC, NIH and other schools to see if we can get that 
so we do not have a repeat of what happened at Texas A&M and 
maybe happen somewhere else that we do not know about as we 
sit here today. Thank you, Mr. Chairman. 
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Mr. Davis. One of the positive outcomes of this is we do have an 
opportunity to get better, all of us do and that is what we intend 
to do. 

Mr. Green. Thank you. 

Mr. Stupak. Thank you, Mr. Green. Mr. Burgess, questions 
please. 

Mr. Burgess. Thank you, Mr. Chairman, Dr. Davis. Thank you 
for being here with us and ensure your commitment to making 
sure we get it better and my responsibility being on this committee 
is being sure that we give you the tools that you need, give your 
researchers the tools that they need so they are protected and in 
turn they protect us. Let me just ask you briefly, the individual 
that was involved with the brucellosis incident, was that an experi- 
enced lab worker, was that a student, what was that person’s role 
in the lab? 

Mr. Davis. She was a research associate. She was a Ph.D. sci- 
entist. She was experienced in laboratory activities and safety pro- 
tocols. 

Mr. Burgess. Did the extent that you are able to disclose it with 
all of the Federal regulations regarding HIPAA, can you tell us the 
condition of that individual today, what their health status is? 

Mr. Davis. Her health is fine and we continue to monitor her for 
any reoccurrence. 

Mr. Burgess. OK. So she was treated and responded to — OK. 
Well, that is good news. Let me ask you this because I mean, A&M, 
most people may not know this but you are the only school of vet- 
erinary medicine in our State and probably in the region. The Bru- 
cellosis is not really a new infective agent. Brucellosis has been 
around for a long time. Has your university been involved with the 
study or work of Brucellosis in the past? 

Mr. Davis. Yes, sir, for quite a long time. Actually before we 
knew what a select agent was, we were working on Brucellosis re- 
search. My guess is probably as early as the early part of the 20th 
century because Bangs Disease or Brucellosis in cattle has been a 
major issue and problem in the State of Texas. So Texas A&M has 
actually lead in that. We have had laboratories in place, the BSL- 
3 type laboratories, since the middle ’80’s, prior to the select agent 
program, implementation working on Brucellosis research. 

Mr. Burgess. So even going back into the early part of last cen- 
tury, even though you were not able to or your predecessors were 
not able to intuit, that this agent would be a select agent in the 
21st century, you had ongoing procedures and protocols to protect 
from contamination and protect your laboratory workers? 

Mr. Davis. Yes, sir, we did. This research was primarily in ani- 
mal-borne diseases and zoonotic diseases related to those patho- 
gens. 

Mr. Burgess. Well, before we were called for this hearing today, 
have you expressed concerns to the GDC about the ambiguities re- 
garding the CDC’s handling of the select agents, the rules for han- 
dling select agents? Do you feel like those have been delivered to 
you a timely fashion with the appropriate clarity to allow your re- 
searchers and your lab personnel to make the correct choices and 
assignments? 
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Mr. Davis. As we mentioned a while ago, I think there are some 
areas that still remain unresolved, such as the definition of an oc- 
cupational exposure, so that there is clarity and there is also a pro- 
motion of open reporting of incidents. There are probably a few 
other areas that are related to the security issues with select 
agents where you have to have the Department of Justice approval 
for individuals participating in particular laboratories. Currently, 
the approval is related directly to the laboratory that the individual 
might work in. So if you have a visiting faculty member going to 
another lab using the same type of pathogen, they are not eligible 
unless they are cleared again. And we think there are some im- 
provements there but these are modest and we are certainly work- 
ing with the CDC to try to find ways to reach agreement on all of 
those. 

Mr. Burgess. And do you collaborate with any labs that are from 
outside the country? I will respond going forward and making sure 
that we write the correct protocols or will write the correct legisla- 
tion that allows you to write the correct protocols for the protection 
of your community and protection of your workers. I mentioned at 
the previous panel that was up here the concept of rather than 
having a punitive system, to have a no fault system similar to 
NASA, similar to commercial aviation, similar to, again referencing 
the nuclear submarine program in this country that has a remark- 
able safety record. A culture of not tolerating any security lapses 
or any safety lapses but at the same time, rather than coming 
down with extremely punitive measures, suspending a license or 
suspending your ability to do the work you are trying to do, to 
work in a collaborative fashion to learn from the mistake and go 
on and make sure we are going forward, that we have the correct 
procedures in place. Is that something that you are exploring inter- 
nally in the university right now? 

Mr. Davis. We are very much in favor of that and would love to 
see that and implement it. 

Mr. Burgess. But are you working toward that specific goal? 

Mr. Davis. Our position is we will report anything that we sus- 
pect falls under the rules as an occupational exposure, although we 
are currently still trying to get absolute definition of what that is. 

Mr. Burgess. Again, I thank you for your generous contribution 
of time today for this committee. I think you have been very help- 
ful with providing insight and Mr. Chairman, how we can craft the 
appropriate legislation that will not stymie this research but, ulti- 
mately, we all have the same goal in mind and that is protecting 
our country. So with that, I will yield back. 

Mr. Stupak. Mr. Barton and I were talking about my series of 
votes when I walked back here, some things we should or could be 
doing. I am a little confused here, maybe you can help me out. This 
Sunshine Project, right, that reported the stuff. Sunshine Project? 
Sunshine Project. They foiled the information from Texas A&M, 
right, and received the information from Texas A&M? 

Mr. Davis. Well, in our case it is open records but the same 

Mr. Stupak. But they got your records? 

Mr. Davis. Yes. 
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Mr. Stupak. Then why did not the CDC notice those problems 
when they were there with their inspection, when they said every- 
thing was fine? 

Mr. Davis. I cannot answer that, Mr. Chairman. 

Mr. Stupak. And they would have access to it, right? 

Mr. Davis. Absolutely. I will tell you, however, that when we re- 
ceived the request from the Sunshine Project 

Mr. Stupak. OK. 

Mr. Davis. We do not have a system that accumulates everything 
that is going on in laboratories without going through keyword 
search. 

Mr. Stupak. Sure. 

Mr. Davis. And so it did take us some time to actually locate and 
dig out the documents which gave us the alert that this exposure 
occurred. 

Mr. Stupak. Right. 

Mr. Davis. And so I think it is fair to say that the CDC probably 
did not do that same level of inquiry and that is why we discovered 
it and passed the information onto both them and the project. 

Mr. Stupak. But in order to get it into Texas A&M archives or 
your stuff. 

Mr. Davis. Electronic. 

Mr. Stupak. Yes. Someone reported it electronically? 

Mr. Davis. Yes, sir. 

Mr. Stupak. And then when the Sunshine Project put forth, did 
the keyword search, that is when it popped up. 

Mr. Davis. We did the keyword search based on their request. 

Mr. Stupak. And you actually provided them with the informa- 
tion. 

Mr. Davis. That is correct. 

Mr. Stupak. So CDC should have at least, knowing its electronic, 
could have done an electronic search or then but where would your 
lab person be? 

Mr. Davis. They could have asked us to do the electronic search. 

Mr. Stupak. Sure. They could have asked you. Even if — inspec- 
tion team, they just could ask you to do a key search and you 
would have. 

Mr. Davis. Right. 

Mr. Stupak. But this report then, would not the lab director 
know? Your lab director know about this? 

Mr. Davis. He did and as soon as he detected it, it was reported 
to the biological safety officer. 

Mr. Stupak. Right. 

Mr. Davis. Which reported through 

Mr. Stupak. This is the public health. 

Mr. Davis. Yes. 

Mr. Stupak. OK. That had the right training. 

Mr. Davis. That is correct. 

Mr. Stupak. OK. 

Mr. Davis. I know it sounds Byzantine but, indeed, it was and 
that is the reason we failed to report it. 

Mr. Stupak. OK. Did the Government Accountability Office come 
down and do an inspection at Texas A&M? 
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Mr. Davis. They came and visited with individuals at our univer- 
sity. I do not know if I would characterize it as a review or inspec- 
tion. 

Mr. Stupak. ok. Was that after this incident was made public 
about the Sunshine Project, do you know? 

Mr. Davis. They were here this August, which was after. 

Mr. Stupak. It was after. 

Mr. Davis. And then they were here in November 2006, which 
would have been, I guess, also after the incident occurred but not 
after it was reported. It was reported actually in April of 2007. 

Mr. Stupak. I know GAO’s been, in all fairness, Chris Shays had 
a position in a different committee. Homeland Security, and started 
this whole GAO and that was in 2005. And I thought it was a good 
idea, so we picked up on it and so I know it has been going on for 
some time, that is why I asked that question. My question base 
prompt any other questions, Mr. Barton, Mr. Burgess, Mr. Green? 
If not. Dr. Davis, thank you and we will call for our next panel, 
our last panel of the day. 

Mr. Davis. Thank you. 

Mr. Stupak. The last panel is Dr. Gigi Kwik Gronvall, senior as- 
sociate and assistant professor of medicine at the University of 
Pittsburgh Medical Center, Center for Biosecurity. Dr. Alan Pear- 
son, who is the director of the Biological and Chemical Weapons 
Control Program at the Center for Arms Control and Non-Prolifera- 
tion. And Mr. Edward Hammond of the Sunshine Project. If you 
would come forward please. 

It is the policy of the subcommittee to take all testimony under 
oath. Please be advised witnesses have the right under rules of 
House to be advised by counsel during your testimony. Do any you 
wished to be represented by counsel? Everyone shook their head no 
so I will take it for a no. Then I am going to ask you to please rise 
and raise your right hand to take the oath. 

[Witnesses sworn.] 

Mr. Stupak. Let the record reflect the witnesses have replied in 
the affirmative. You are now under oath. We have 5-minute open- 
ing statements. You can submit longer ones for the record. We ask 
Dr. Gronvall, do you want to go first here? 

STATEMENT OF GIGI KWIK GRONVALL, SENIOR ASSOCIATE, 

ASSISTANT PROFESSOR OF MEDICINE, CENTER FOR BIO- 
SECURITY, UNIVERSITY OF PITTSBURGH MEDICAL CENTER 

Ms. Gronvall. Thank you, Mr. Chairman, distinguished mem- 
bers of the committee. I have submitted written testimony but I 
will summarize those in my oral remarks. Eirst, I would like to 
make it clear that it is urgent that the Nation finds ways to protect 
itself against large scale epidemics. In fact, it was the recognition 
that there needed to be research to form those methods of protec- 
tion, the medicines and vaccines that are needed that led to the ex- 
pansion of the high-containment laboratories in the first place. 
Without these high-containment laboratories, critical research can- 
not be performed. However, these labs need to be safe otherwise 
they cannot operate. And so I will highlight several actions which 
could be taken to help ensure that these new labs are both safe and 
productive in the future. 
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The first action that could be taken is to increase biosafety train- 
ing. The way that people learn biosafety and high containment, the 
way that I learned biosafety, was to apprentice to a more senior, 
knowledgeable person. However, with the expansion of laboratories, 
there may not be enough senior knowledgeable people to go around. 
And so one solution is to standardize the training and require cer- 
tification for high-containment work. 

You can also increase the number of biosafety officers who are 
credentialed for high-containment work, so they can provide train- 
ing and they can provide guidance as research is being conducted. 

The second action which could be taken is to develop a reporting 
system so that all mistakes, near misses are captured, learned 
from, and the results disseminated across high-containment labora- 
tories. One model that may be useful is that used for aviation safe- 
ty reporting. It was set up because it was found that most aviation 
incidents and accidents had common root causes. But because these 
incidents were not being reported, they were not being learned 
from and so the new accidents were not being prevented. So that 
is one potential model where people are encouraged to report. 

The third action which could be taken is to share lessons and 
operational experience across the high-containment laboratories. In 
particular, it should be easier for a more senior, knowledgeable per- 
son to conduct training in multiple high-containment laboratories. 

The fourth action which could be taken is to make public engage- 
ment a priority. Public engagement is essential to the success of 
these laboratories. The community has a right to know that the 
people who are working in these high-containment laboratories are 
well trained, that if there is an accident, that it is being dealt with 
appropriately. Some labs have done a better job of this fiian others. 
And so the successes of some of these labs should be taken as les- 
sons learned and disseminated across the high-containment labora- 
tories and emulated. 

So finally I just want to point out that this is not a domestic 
issue. This is a global issue and these labs are expanding all over 
the world because these countries recognize that these are impor- 
tant for not only work on SARS and avian influenza and diseases 
like this, but that it could be a major part of economic growth in 
the 21st century. Thank you. 

[The prepared statement of Ms. Gronvall follows:] 

Testimony of Gigi Kwik Gronvall 

Mr. Chairman, distinguished members of the committee: 

Thank you for the opportunity to speak to you today. My name is Gigi Kwik 
Gronvall. I am a Senior Associate at the Center for Biosecurity of the University 
of Pittsburgh Medical Center (UPMC) and an Assistant Professor at the University 
of Pittsburgh School of Medicine. The Center for Biosecurity is a nonprofit, multi- 
disciplinary organization located in Baltimore that includes physicians, public 
health professionals, and biological and social scientists. I am a biological scientist, 
trained in laboratories at Johns Hopkins University and the United States Army 
Medical Research Institute for Infectious Diseases (USAMRIID). My colleagues and 
I at the Center for Biosecurity are committed to the development of policies and 
practices that help prevent bioterrorist attacks or destabilizing natural epidemics 
and, should prevention fail, that mitigate the destructive consequences of such 
events. 

It is a privilege to come before you today to discuss the expansion of high-contain- 
ment BSL-3 and -4 laboratories. Protecting the Nation against destabilizing large- 
scale epidemics, whether natural or man-made, is an urgent priority. The anthrax 
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attacks in 2001, the SARS epidemic in 2003, and the current threat of avian influ- 
enza all are important reasons why we must conduct research to determine how mi- 
crobes work and how to defeat them with medicines and vaccines. These new high- 
containment biological laboratories are needed to provide the safe, protective envi- 
ronment necessary to do this research. In high-containment laboratories, potential 
bioterrorism agents such as Ebola or Marburg, as well as emerging diseases such 
as SARS and avian influenza, can be safely studied and understood. The labs can 
also be used to develop animal models essential to developing and testing vaccines, 
drugs, and other needed medical countermeasures. 

The high-containment laboratories are necessary if we are to produce the sci- 
entific advances needed to develop medical countermeasures against bioweapons 
and emerging diseases. However, recent highly publicized laboratory errors and 
siting controversies have raised questions about whether the governing framework 
and standards for biosafety and biosecurity measures are adequate. Since 2005, my 
colleagues and I at the Center for Biosecurity have been concerned that the expand- 
ing number of high-containment laboratories may strain current systems for person- 
nel training in biosafety and biosecurity. We held a meeting at the Center on July 
11, 2006, to discuss these issues, the report from which we would like to submit 
into the record. At this meeting, we heard from distinguished scientists and experts 
in biosafety, biosecurity, and public health — both proponents of the laboratories, as 
well as those who oppose the recent expansion. Based on those conversations, we 
believe that there are several things that can be done to ensure that these new 
high-containment laboratories are productive and safe and operate with due consid- 
eration for their neighboring communities. These actions include expanding bio- 
safety training for researchers and workers coming into high-containment research 
from less dangerous areas of research; monitoring the safety performance and oper- 
ational experience of the high-containment facilities; increasing communication be- 
tween the high-containment laboratories to share operational experiences; and initi- 
ating a public engagement effort at the Federal level that clarifies the need for high- 
containment laboratories. 

Currently, operational BSI^4 facilities can be found in Frederick, Maryland; Rich- 
mond, Virginia; Atlanta, Georgia; Galveston, Texas; and San Antonio, Texas. There 
are additional BSL-4 facilities under construction in Hamilton, Montana; Boston, 
Massachusetts; Frederick, Maryland; and Galveston, Texas. The exact number of 
BSL-3 laboratories in the United States is not known, however an NIH-sponsored 
survey estimates that there are 277 distinct facilities with BSL-3, with about 600 
individual laboratories, and a 2007 report from DHS and HHS states that 633 high- 
containment laboratories are registered in the Select Agent Program. In addition, 
13 BSL-3 laboratories are being built specifically for biodefense research, prin- 
cipally funded by the National Institute of Allergy and Infectious Diseases (NiAlD). 

It should be noted, however, that high-containment laboratories are being built 
all over the world at a rapid pace. For example, there were 16 BSL-3 laboratories 
brought on-line in India in 2006 alone. This expansion is due in part to concerns 
about SARS and avian influenza, but also because of a recognition that bioscience 
is a key economic driver for the 21st century: in the US, the biopharma industry 
produced $188 billion in revenue and 400,000 jobs in 2004 alone. The model that 
the U.S. sets in operating these high-containment laboratories productively yet safe- 
ly should provide leadership to other countries heavily investing in biotechnology 
and pathogen research. 

Promoting safety, security, and scientific innovation in the biological sciences has 
been a challenge undertaken by the government and the bioscience community since 
2001. It has led editors of scientific journals to come together in 2003, with the goal 
of reducing the likelihood that legitimate bioscientific research could be used for ma- 
levolent ends. It has led to the forming of the National Science Advisory Board for 
Biosecurity, chartered in 2004 within NIH. Government and university researchers 
have also participated in fora intended to diminish the risks and maximize the ben- 
efits of new areas of bioscience, such as synthetic genomics. While bioscience prom- 
ises great strides in enhancing quality of life through the development of medicines 
and vaccines, it is a powerful technology that must be used safely if we are to enjoy 
its benefits. 

Biosafety protection is designed to be flexible. In the U.S., biological laboratory 
research can be categorized by its safety level; Biosafety Levels (BSL) 1 through 4. 
In this testimony, we use the term high-containment to refer to work performed in 
the two highest levels, BSI^3 and BSL-4. BSL-3 laboratories are used to study bio- 
logical agents that are potentially lethal and transmissible by the aerosol route and 
that require special safety design features, such as sealed windows and specialized 
ventilation systems. BSI^4 laboratories are typically used to study lethal agents for 
which no vaccine or therapy is available. They incorporate the BSI^3 laboratory 
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safety features, plus additional safety features such as full-body suits ventilated by 
life-support systems. 

In general, the biosafety requirements needed to protect researchers are dictated 
by the specifics of a biological experiment and are designed to be flexible. For exam- 
ple, an experiment that could normally be safely performed at a low biocontainment 
level may need additional biosafety protections if the researcher must handle a large 
volume of infectious material. This flexible system for applying biosafety protections 
requires researchers to weigh risks as they work. This is a necessity for bioscience 
research; hard-and-fast regulations for every situation are difficult to develop, as 
these researchers are not working on one repetitive process that can be fine-tuned 
but are constantly exploring new scientific ground. The researchers need to use in- 
formed judgment. 

Biosafety guidelines, such as the Biosafety in Microbiological and Biomedical Lab- 
oratories Manual published by the CDC and NIH are thus intended to inform the 
judgment of researchers, biosafety officers, and others who advise on biosafety, so 
that biosafety protections can be applied where they are needed. However, some bio- 
logical organisms are more typically worked on in one safety level versus another: 
infectious Ebola and Marburg viruses are researched in the highest level of contain- 
ment, BSL-4; SAKS is typically worked on in BSL— 3; and Bacillus anthracis, the 
causative agent of anthrax, is typically safely worked on in BSL— 2. 

Biosafety training program expansion for researchers entering high-containment. 
As the new high-containment laboratories become operational in the coming years, 
additional qualified staff will also be needed. As indicated in our report last year, 
we have concerns that the usual methods of biosafety training for high-containment 
research — that is, intensive one-on-one training within a mentor-apprentice relation- 
ship — will not be sufficient to handle the influx of researchers and technicians into 
the field. Developing core competencies and standards for new staff could be a use- 
ful and important way to train new staff on safety practices. It could also conserve 
the experienced mentors’ valuable time and abilities and shorten the time it takes 
for the labs to become productive. 

To develop the workforce, NIH could assess how many people will require training 
for their work in the high-containment laboratories, and develop and fund programs 
that can supplement on-the-job training. An assessment may be necessary, as not 
all of the new hires for a laboratory will work in high-containment conditions. For 
example, it is estimated that the Boston University National Biocontainment Lab- 
oratory will create 600 jobs, but not all of those new employees will work in high- 
containment conditions. 

Biosafety officers, already required at every high-containment facility, will also be 
needed in greater numbers. Biosafety professionals can help researchers determine 
the best biosafety procedures and practices for laboratory-specific, experiment-spe- 
cific containment decisions, so that the researchers can be productive and safe. Bio- 
safety officers can also provide on-the-job biosafety training. NIH could work with 
the American Biological Safety Association, the biosafety professional organization, 
to determine credentialing standards required for work in high-containment labora- 
tories. This may help to ensure that biosafety officers are knowledgeable resources 
for the researchers in these labs. 

Monitoring safety performance of high-containment laboratories. With the labora- 
tory expansion, a systematic analysis of safety issues and operational problems in 
high-containment laboratories can help to ensure that the laboratories are operating 
safely. Currently, reporting of laboratory-acquired infections is required for all select 
agents, those pathogens that require clearance to possess under the Select Agent 
Rule as defined by 46 CFR 72, whether they occur at BSI^2, -3, or -4 laboratories. 
NIH grants also stipulate that institutions report any serious accidents or research- 
acquired infections. However, many of the experts we consulted thought nonlethal 
infections were underreported, and operational problems or “near misses” were gen- 
erally not reported. 

Without reporting, and without analysis of these incidents, lessons cannot be 
learned from the experience. Laboratory procedures cannot be analyzed in light of 
the accidents, so that future accidents can potentially be avoided. To correct this sit- 
uation, disincentives to reporting should be removed, to encourage researchers and 
their institutions to report and take corrective action. 

Generally, there is a disincentive to report acquired infections and other mishaps 
at research institutions. Infections lead to negative publicity and scrutiny from the 
granting agency, adversely affecting future research funding. In addition, after a sci- 
entist acquires an infection in the laboratory, neither the scientist nor the labora- 
tory wishes to advertise the mistake. These barriers need to be cleared so biosafety 
can be enhanced through shared learning from operational experiences, and also so 
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the public may be reassured that accidents are being thoroughly examined and con- 
tained. 

One possible model for high-containment laboratories to emulate is the reporting 
mechanism used for aviation incidents, wherein airlines can contribute operational 
experience without fear of regulatory action. Mistakes are analyzed and learned 
from, but they are not attributed to individuals (except when mistakes result from 
criminal actions, such as drunkenness). Institutional anonymity may also be re- 
quired in order to get robust reporting from research institutions. Procedures would 
need to define thresholds and mechanisms for reporting if an accident poses a dan- 
ger to the community surrounding the laboratory, however. 

There are other potential models for the high-containment labs from the nuclear 
and chemical industries. The Institute of Nuclear Power Operations (INPO), formed 
after the Three Mile Island accident, emphasizes personnel training, safety manage- 
ment, and lessons learned; and Responsible Care, formed after the Bhopal tragedy, 
is a voluntary initiative of the chemical industry to share lessons learned. These 
models are from for-profit enterprises, underlining that any reporting system will 
be expensive. Another possibility could be a reporting clearinghouse, where oper- 
ational experiences would be posted and available for outside analysis. 

Ultimately, it is the laboratory director’s responsibility to ensure that all labora- 
tory personnel are properly trained to do research safely in high-containment. Yet, 
the institution where the research takes place may be responsible for ensuring that 
the head of the laboratory, the staff, and the lab environment conforms with bio- 
safety requirements and accepted practices. The CDC or NIH could monitor 
proactively whether biosafety is being managed at those institutions where Federal 
money pays for the research and infrastructure. 

High-containment laboratories and sharing lessons learned. Mechanisms to enable 
and encourage inter-laboratory training and information exchange will be important 
for these laboratories. Currently, the Select Agent Rule and concerns about legal li- 
ability may have inadvertently become barriers to learning across high-containment 
research facilities. Under the Select Agent Rule, as defined by 45 CFR 72, HHS and 
USDA keep lists of pathogens that require select agent clearance. The rule regulates 
the possession, use, and transfer of those agents; imposes security requirements for 
the facility in which the work will be performed; requires inspections; and can im- 
pose criminal and civil penalties on those who do not adhere to the Rule. In addi- 
tion, security risk assessments are administered to individuals who work with select 
agents by the Department of Justice, a process that is renewed every five years. 
Once cleared, an individual is allowed to work with a specific biological agent, but 
only within a specific laboratory. The specificity of this clearance procedure inhibits 
the practical exchange of safety-related information and techniques between high- 
containment laboratory researchers, by preventing, for example, a technician in one 
laboratory from demonstrating techniques in another laboratory without going 
through a separate lengthy clearance process. 

In addition to clearance barriers, the perception that laboratories will be liable for 
accidents that occur to scientists visiting for training purposes may have prevented 
some training opportunities from taking place. This should be addressed so that ex- 
perienced scientists and technicians can more easily demonstrate techniques and 
safety procedures developed in one laboratory to another. This could speed up the 
process for new laboratories to become productive; it could maximize the use of spe- 
cialized facilities of some laboratories; and it could result in increased safety of the 
research. 

Public engagement as a Federal priority for high-containment labs. NIAID has a 
great deal of information about the new high-containment laboratories on its 
website, but direct engagement with the communities where the laboratories are 
being built is handled by the institution proposing the laboratory. Thus, the strate- 
gies and outcomes of public engagement, as well as the transparency of laboratory 
operations to the public, have varied considerably. This has undoubtedly exacer- 
bated the controversy surrounding the siting and operation of these laboratories, 
particularly in the face of highly publicized laboratory errors. While individual fa- 
cilities bear final responsibility for their relationships with their neighbors, NIAID 
could have a clearer mechanism to engage with the public about the siting and oper- 
ation of these laboratories, beyond the NEPA process. It may help if there is a more 
aggressive and proactive Federal effort to standardize public engagement and trans- 
parency of operations for high-containment laboratories and to direct funds to this 
purpose. 

A public engagement program could address the concerns that have surfaced in 
siting high-containment laboratories. Often, proponents of the labs interpret pro- 
tests against the laboratories as a lack of understanding of science: however, the 
concerns about the labs are varied. For example, there have been concerns that the 
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labs would become a terrorist target, or that the laboratory would not provide jobs 
to the community. The communites’ concerns could be actively addressed both by 
HHS and NIAID and by the institution sponsoring the laboratory. 

These high-containment laboratories should be a critical part of the research in- 
frastructure for understanding the mechanisms of pathogenicity, as well as develop- 
ing and testing medical countermeasures. However, as these labs come online, so 
should new systems for training of personnel, monitoring safety performance, and 
engaging the public. Experience has shown that proactive steps such as these can 
lead to more effective and cost-efficient safety management than burdensome re- 
quirements imposed following a serious accident. A new governance framework 
could enable the laboratories to operate more safely, with consideration for their 
communities, and it could help the laboratories fulfill their intended purpose of pro- 
tecting the Nation against natural and man-made biological threats. 


Mr. Stupak. Thank you. Dr. Pearson. 

STATEMENT OF ALAN PEARSON, DIRECTOR, BIOLOGICAL AND 

CHEMICAL WEAPONS CONTROL PROGRAM, CENTER FOR 

ARMS CONTROL AND NON-PROLIFERATION 

Mr. Pearson. Well, thank you for inviting me to testify today on 
behalf of the Center for Arms Control and Non-Proliferation. Since 
1980, the Center has been working to protect the American people 
from the threat of nuclear, chemical and biological weapons and we 
see the issues being considered here today as integrals to achieving 
that goal. 

Over the last 6 years, the Federal Government has dramatically 
increased U.S. research and development activity and infrastruc- 
ture focused on biological agents that could be used as biological 
weapons. 

The data are clear. Annual R&D funding is up six-fold since 
2001. More than two dozen new high-containment facilities, which 
we have heard about, funded specifically to work with such agents. 
Over 15,000 individuals approved to work with such agents. This 
expansion recognizes our need for a national biodefense program 
but it is not necessarily an unalloyed good. It also creates risks to 
laboratory personnel, public health and national security. Basically, 
and we have heard this already today, when more dangerous re- 
search is performed by more people in more locations, there are 
simply more opportunities for significant biosafety or biosecurity 
breaches to occur. 

I would like to just make one point clear. The risk is not limited 
to the BSL-4 labs, although that is usually the focus of the atten- 
tion. There is actually good reason for concern that the risk may 
be even greater at some of the BSL-3 labs. The most obvious risk 
is that of the lab accident. A second particularly acute risk that I 
would like to bring to your attention is that the very labs designed 
to protect us against biological weapons could become a source for 
them. The easiest way for a sub-state enemy, such as Al-Qaida, to 
obtain a bioweapons capability will be for it to penetrate an exist- 
ing research project that uses these agents. Nor should we ignore 
the possibility that a U.S. biologist working in one of these labs 
could become disgruntled or even turn rogue. 

Some types of contemporary pathogen research taking place in 
these labs increase risk further still. For instance, efforts to delib- 
erately enhance the virulence or transmissibility of pathogens, to 
understand how they cause disease, are inherently more risky than 
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experiments of the past. They are also dual-use in nature, the 
knowledge and materials generated by the experiments can be used 
for either hostile or peaceful purposes. And a particular concern in 
this regard is threat assessment research, which is typically classi- 
fied research that involves the exploration of offensive aspects of bi- 
ological weapons agents and delivery mechanisms for defensive 
purposes. 

Looking internationally for just a moment, each of these concerns 
that you are hearing about becomes amplified. Our actions here, 
taken for the best of intentions of protecting our Nation, also pro- 
vide a plausible justification for others to do the same. So there is 
a critical need for rigorous oversight and maximal transparency of 
these facilities and activities. 

What I would like to highlight here then are just a few of the 
tools that our Federal Government needs in order to ensure that 
oversight is stronger. First, Congress should mandate the estab- 
lishment of a universally mandatory and transparent incident re- 
porting system. Second, Congress should mandate a national li- 
censing system and registry for all level 3 and level 4 facilities in 
the United States, including an integrated and effective auditing 
process. Licensing and registration are key to both effective over- 
sight and comprehensive strategic planning. Third, Congress 
should mandate institutional biosafety committee review of all re- 
search projects involving bioweapons agents and other high-risk 
pathogens and activities. Fourth, Congress should make these re- 
quirements legally mandatory for all institutions, government, aca- 
demic and private, not just those receiving funds from NIH and 
they should apply also to all relevant research, whether that re- 
search is classified or not. Fifth, compliance requires effective mon- 
itoring and enforcement. A law not monitored and enforced may be 
little better than a voluntary guideline. Congress should seriously 
consider consolidating all CDC and NIH, responsibilities and au- 
thorities relevant to monitoring and enforcing the suggestions I 
just made into a single office located within the Office of the Sec- 
retary of Health and Human Services. Sixth, Congress should man- 
date comprehensive inter-agency needs and risk assessments to de- 
termine our current and anticipated U.S. needs for high-contain- 
ment facilities and the potential risks associated with them. Until 
such assessments are completed and reviewed, there should be no 
funding for any additional facilities. Last, Congress should modify 
section 351(a)()h of the Public Health Service Act to more narrowly 
and accurately define necessary and appropriate requirements for 
withholding information about activities involving these agents. As 
currently written, that section is hurting biosafety, biosecurity and 
national security by impeding public accountability of our institu- 
tions and Federal agencies and by reducing our ability to reassure 
others that our R&D activities comply with our obligations under 
international law. Thank you. 

[The prepared statement of Mr. Pearson follows:] 
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Thank you for inviting the Center for Arms Control and Non-Proliferation to discuss issues related to the 
recent and rapid expansion of high containment laboratory research and research capacity in the United 
States. Since 1980, the Center has been working to protect the American people from the threat of 
nuclear, chemical and biological weapons. Here I discuss some of the public health and national security 
risks associated with the expansion of bioweapons-reiated research and development, and I propose 
some steps our nation can take to help mitigate these risks. 

Over the last six years, the Federal government has dramatically increased US research and 
development activity and infrastructure focused on biological weapons agenfs. This continuing expansion 
promises new capabilities for detecting and responding to potential bioweapons attacks and natural 
infectious disease outbreaks. It also creates increasing risks to laboratory personnel, public health and 
national security. In order to reduce these risks, we need 

• Strong and effective biosafety and biosecurity practices and oversight mechanisms 

• Transparency to guarantee public accountability, and 

• Rigorous and transparent interagency needs assessment and strategic planning to match 
research and infrastructure capacity with national needs. 

Our current biosafety and biosecurity system is plagued by significant and systemic weaknesses, 
inadequate oversight and transparency, and a lack of rigorous interagency needs assessment and 
strategic planning. Unless corrective action is taken, the risks to our nation and its people from accidental 
or deliberate disease outbreaks arising from our own activities and institutions will continue to rise. The 
US biosafety and biosecurity system needs to be made more coherent, more comprehensive, more 
effective, and more transparent: 
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• Congress should mandate, and DHHS and USDA should develop, biosafety and biosecurity 
training standards and minimum core competencies for work with high-risk biological agents, 
including a plan for meeting national training needs 

• Congress should mandate, and DHHS and USDA should develop, operate and maintain a 
universally mandatory and transparent Biosafety/Biosecurity Incident Reporting System 

• Congress should mandate, and DHHS and USDA should develop, establish and maintain a 
national licensing system and registry for all BSL-3 and BSL-4 facilities in the United States, 
including an Integrated and effective auditing process 

• Congress should mandate institutional compliance with the performance-based guidelines 
contained in Biosafety in Microbioiogicat and Biomedical Laboratories and the NIH Guidelines 

• Congress should mandate independent Institutional Biosafety Committee (IBC) review of all 
research projects involving bioweapons agents and other high-risk pathogens and activities, not 
just those involving certain categories of rDNA research 

• Congress should make all three of the above requirements legally binding for all institutions - 
government, academic and private - not just those receiving funds from NIH, including all 
institutions which conduct classified research activities, so as to help ensure universal application 
of and compliance with these requirements 

• DHHS and USDA should define and fund the development of the training and infrastructure 
needed to implement such IBC review 

• Congress should consider consolidating all CDC and NIH DBA responsibilities and authorities 
relevant to implementing, monitoring and enforcing the above requirements into a single office 
located within the Office of the Secretary DHHS, or in some other way improving the coherence 
of the US biosafety and biosecurity system 

• Congress should require an annual report from DHHS and USDA detailing their efforts to 
implement and enforce all of the above requirements 

• Congress should modify Section 351 A{h) of Title III of the Public Health Service Act in order 
enhance accountability by more narrowly and accurately defining necessary and appropriate 
requirements for withholding information about activities involving potential bioweapons agents 
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• Congress should mandate that the Executive Branch work to promote the adoption of these 
strengthened biosafety and biosecurity requirements more broadly by other countries 

• Congress should mandate comprehensive national needs and risk assessments for the 
continuing increases in the number of high containment research facilities and the number of 
institutions and individuals conducting bioweapons-related research 

All too often in current debates, a wedge is placed between supporting important life sciences research 
on the one hand and preventing accidents and the malevolent use of the life sciences on the other. In 
fact, both are possible and necessary. Effective oversight and transparency of life sciences research 
activities contributes to enhancing public health and national security; it is the lack of adequate and 
appropriate oversight and transparency which adds to the risks we face today. Experience shows that 
stronger oversight of high-risk research and research facilities can be designed and implemented. 
{Davidson, et al. Science, 316 . 1432-33, 2007; Lentzos, Biosecurity and Bioterrorism, 5: 55-61, 2007; 
Tucker, Disarmament Diplomacy, 84, Spring 2007). Regulations will need to be carefully designed to 
ensure that they reduce risk. They will also need to go beyond what is currently in place in the United 
Sates today. 

Bioweapons-related research and development activities and capacity are increasing dramatically 

For the last two years, the Center for Arms Control and Non-Proliferation has analyzed federal funding for 
bioweapons-related activities (see Appendix A for our analysis of the FY2008 budget). Our analysis 
shows that funding for bioweapons-related research and development has increased from approximately 
$583 million in FY2001 to over $3 billion in FY2007. For FY2008, the Bush Administration has requested 
over $3.3 billion for such research and development. The increase has been particularly dramatic for 
civilian (i.e. non-DOD) research and development, which has gone from $135 million in FY2001 to nearly 
$2.4 billion proposed for FY2008. In sum, from FY2001 through FY2007, nearly $17 billion in federal 
funds have been spent or appropriated for bioweapons-related research and development activities. 

Of this $1 7 billion, over $1 .7 billion has been appropriated for the construction of new high containment 
research facilities for bioweapons-related research. By high containment facilities I mean facilities that are 
designed for work with agents that may cause serious or potentially lethal disease through exposure to 
aerosols (called Biosafety Level 3 or BSL-3 facilities) and facilities that are designed for work with agents 
that pose a “high individual risk of life-threatening disease, which may be transmitted via the aerosol route 
and for which there is no available vaccine or therapy” (called Biosafety Level 4 or BSL-4 facilities). 
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Our preliminary analysis shows that, as a result of this funding, high containment research and 
development infrastructure is expanding rapidly along at least three dimensions; 

1 ) The absolute number of facilities. Prior to 2002, there were three significant BSL-4 facilities in 
the United States. Today twelve are in operation, under construction, or in the planning stage. 
When completed, there will be in excess of 150,000 square feet of BSL-4 laboratory space (as 
much space as three football fields). The number of BSL-3 labs is also clearly growing, but 
ascertaining the amount of growth is difficult in the absence of accurate baseline information. 
There are at least 600 such facilities in the US. 

2) The average size of such facilities. The average size of a new BSL-4 facility is three times that 
of those which existed previously. BSL-3 space is similarly growing. According to a June 2005 
report, 66% of institutions responding to a survey on BSL-3 capabilities had <1 000 square feet of 
BSL-3 space; in the ten new BSL-3 facilities for which such data is publicly available, average 
BSL-3 space is nearly 12,000 square feet.' (Constella Health Services, “Survey for Determining 
the Location, Capacity and Status of BSL-3 Laboratories," June 2, 2005). One very large and 
notable BSL-3 facility not included in the above calculation, a private facility identified as “BCF- 
01” in a January 2007 DHHS/DHS report to Congress on high containment facilities, recently 
expanded from 36,000 net square feet of BSL-3 space to 88,000 net square feet. 

3) The number and size of facilities capable of conducting aerosol exposure studies in 
mammals Including non-human primates. Specific data are not available, but the DHHS/DHS 
report indicates a substantial increase in both the number and size of such facilities. Such studies 
can raise particularly significant biosafety risks. Secrecy surrounding such facilities can cause 
significant international concern about the intent of their activities. 

The current expansion in high containment infrastructure appears to have occurred in the absence of 
rigorous interagency needs assessment and risk-benefit anaiysis. For instance, the February 2002 NIAID 
Strategic Plan for Biodefense Research simply called for the establishment BSL-3 and BSL-4 capability at 
6-12 regional Centers ot Excellence lor Bioterrorism and Emerging Intectious Disease research, but 
provided no explanation lor how it arrived at that number. NIAID has exceeded these recommendations, 
funding the construction of 13 regional BSL-3 laboratories and 2 national BSL-3/BSL-4 laboratories, and 
building three additional intramural BSL-3/BSL-4 facilities. 

Yet, in mid-2004, 8 months after announcing the awards for 1 1 of these facilities, NIAID officials 
acknowledged that they couldn’t say for sure whether too much space, at least at BSL-3, had been 
planned because there was no accurate inventory of existing BSL-3 labs. A committee of federal 


’ Some of this increase may reflect design changes made to facilitate workflow in BSL-3 facilities, such as moving 
experiment set-up and other functions incidental to the experiment itself into the BSL-3 laboratory. 
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agencies was conducting a national needs assessment, and officials said that until it was completed 
about one year hence, they would not know “whether we need six times more, 12 times more, or 100 
times more” space (The Scientist, May 24, 2004). 

The needs assessment was probably that delivered by DHHS and DHS almost three years later, in 
January 2007 (“Report Regarding Biocontainment Facilities, A Report to Congress,” January 2007). It 
concludes that prior to the recent expansion of high-containment facilities, existing high-containment 
aerosol challenge and GLP capacity would likely have “limit[edj progress in current development and 
acquisition programs,” However, the current expansion “should significantly Increase model development 
and testing capacity." The report does not assert that any further expansion is necessary at this time, 
implying that there will soon be adequate high containment capacity in the United States. No assessment 
was made regarding the distinct possibility that there might be an overcapacity of BSL-3 and BSL-4 
facilities. 

Nor does the report appear to consider the new facilities that have or are being built at the CDC, DHS, 
DOD and DOE. To be sure, some of these facilities are necessary. At the time of the anthrax attacks in 
2001 , the need for additional high level containment facilities to meet research needs for both biodefense 
and naturally occurring infectious diseases was clear. But in replacing these aging facilities, the Federal 
government is increasing its own BSL-3 and BSL-4 capacity 10-fold or more. 

As already noted, no US government agency knows the identity and critical details about every BSL-3 
and BSL-4 facility in the United States. A June 2005 report by NIAID stated that at least 277 facilities in 
46 states had a total of 598 distinct “BSL-3 capable laboratories.” Of these, 7 had capabilities for non- 
human primate studies, 21 for aerobioiogy studies and 57 had FDA Good Laboratory Practices (GLP) 
capability (the extent to which these capabilities overlapped was not clear in the report). The January 
2007 DHHS/DHS report found that 204 “entities” registered with the CDC Select Agent Program had a 
total of 633 distinct BSL-3 and BSL-4 Tacilities." Of these, 39 had the "capacity to conduct the animal 
studies necessary for medical countermeasure testing,” The number having capability for aerosol- 
challenge studies in animals including non-human primates, and the number that are GLP compliant, 
were not identified. The number having both capabilities was identified as being either three or six, 
depending on how one interprets the report. The report does not include any facilities not registered with 
the CDC Select Agent program, such as those whose work with biological agents (such as H5N1 highly 
pathogenic avian influenza virus) is covered only by USDA or facilities that conduct BSL-3 or BSL-4 level 
work only with non-select agents. (Bioweapons agents are not the only pathogens handled in high 
containment facilities. Some types of work with, for example, multi-drug resistant Mycobacterium 
tuberculosis, the SARS coronavirus, and certain influenza viruses are also conducted in BSL-3 or BSL-3-r 
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facilities. While work on such agents is not the reason tor the recent expansion of high containment 
facilities, considerations of biosafety do extend beyond btoweapons agents per se.) 

Neither report identifies specific facilities or entities having BSL-3 and BSL-4 capabilities. Neither provides 
an indication that information such as the age and condition of the facilities and the identity of the agents 
studied in them was collected. Neither assesses the overall operational status of the existing facilities. 

The data collected for the NIAID report were presumably destroyed as planned 1 20 days after the report 
was issued. Thus, NIAID likely no longer has a record of which facilifies have BSL-3 capabilities. The 
Sunshine Project currently maintains the most comprehensive, publicly available list of BSL-3 and BSL-4 
laboratories in the United States, 

The content, discrepancies and gaps in these two reports indicate that no US government agency 
maintains a comprehensive database of BSL-3 and BSL-4 laboratories in the United States. This problem 
is highlighted by the existence of a third report, from researchers at Los Alamos National Lab and 
elsewhere, that there were over 1400 BSL-3 facilities in the United States as of 2004 (Sassone, et al 
“Review and Assessment of New Biological Safety Level 3 {BSL-3) Facilities," 2004). 

As far as can be determined, a thorough interagency needs assessment and risk-benefit analysis has still 
not been conducted. None of the above-mentioned reports assess the overall operational status of 
existing BSL-3 and BSL-4 laboratories, or the degree to which existing capacity is being utilized. The 
2007 report comes closest, but focuses on the narrower question of GLP-compliant high-containment 
animal (including non-human primate) aerosol challenge capacity. The lack of a registry containing 
fundamental data on existing high containment facilities will continue to significantly impair planning. 

The Committee may want to look into these issues further. The may also want to look into issues 
surrounding the siting of these laboratories, which have caused concerns in some local communities. 

Research and development capacity is increasing in another extremely important way - the number of 
individuals who are working with bioweapons agents and other high-risk pathogens. The 15-fold increase 
in non-defense bioweapons-related research and development funding has generated a major increase in 
research and development activities, and in individuals having access to bioweapons agents. As of 
August 2007, over 14,400 individuals at 327 registered entities were approved by the CDC for access to 
one or more bioweapons agents (personal communication from Cassandra Willyard, Nature Medicine). 
Over 7200 individuals are approved to work with anthrax alone (Hartford Courant, Oct 8, 2006). 

Finally, it is important to note that the recent expansion includes an increase in classified bioweapons- 
related research, and in activities that fall under the nebulous and ill-defined label of sensitive but 
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unclassified. In particular, the Department of Homeland Security is responsible for conducting threat 
assessment research. Such research involves the exploration of offensive aspects of biological weapons 
agents and delivery mechanisms for defensive purposes. Much of this research is clearly sensitive, and 
some of the results may need to be classified. The number of threat assessment projects currently 
underway is not publicly known, but will surely increase once DHS’ National Biodefense Analysis and 
Countermeasures Center (NBACC) being built at Ft. Detrick, Maryland, is operational. The Defense 
Department also conducts a significant level of classified bioweapons-related research and development, 
and the Department of Health and Human Services has also been given original classification authority, 
although it has not yet utilized that authority extensively. 

The expansion in bioweapons-related research and development funding and activities is not over. The 
current level of funding is supporting research and development activities that, for the most part, do not 
yet use the new high containment facilities being constructed. As these facilities come online, we can 
expect that bioweapons-related R&D funding and activities will increase still further. The number of 
researchers with access to bioweapons agents will probably continue to expand if all of our new high 
containment facilities are to be fully utilized. According to a USAMRIID official “[wjhen I look at the 
capacity for studies" being built in this US, the number of BSL-qualified researchers "has to be five-fold 
bigger than we [have] now." (The Scientist, May 24, 2004). At the time approximately 1 1 ,000 individuals 
were registered with the CDC (Baltimore Sun, June 27, 2004). 

The expansion of high containment research and research facilities is generating increased risk to 
researchers, the public health, and national security. 

The biosafety and biosecurity risks associated with the dramatic and ongoing expansion of high 
containment research and research facilities are both real and growing. 

By “biosafety risks” I mean those risks related to the protection of laboratory personnel and the outside 
community and environment from the potential effects of unintentional exposure to or accidental release 
of hazardous pathogens and toxins. By "biosecurity risks," I meant the risks related to the protection of 
individuals, communities and nations from the potential consequences of the deliberate theft, diversion, or 
use of biological agents to cause harm , The report Globalization, Biosecurity and the Future of the Life 
Sciences, released early last year by the National Academies, warns that harm can arise from both the 
malevolent and the careless or negligent use of biotechnology and the life sciences. Biosafety and 
biosecurity are two parts of a whole, and the mechanisms and processes needed to mitigate biosafety 
and biosecurity risks are complementary and overlap significantly. 
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Concerns about biosafety are well-founded. The circumstances surrounding recent laboratory accidents, 
such as infections of laboratory workers with the causative agents for tularemia (at Boston University; 
Boston Globe, Jan 19, 2005), brucellosis and Q fever (both at Texas A&M; Dallas Morning-News, June 
26, 2007), provide the most direct indication that not all existing high containment laboratories are being 
operated as safely as possible. Not only are accidents occurring, but there are widespread deficits in 
biosafety training of laboratory personnel and underreporting of biosafety incidents, both of which 
contribute to elevating biosafety risk. For instance, a 2006 report by the DHHS Inspector General 
revealed deficits in training at 3 of 15 universities inspected (Daniel Levinson, “Summary Report on 
Universities’ Compliance," A-04-05-02006, June 6, 2006). CDC has typically recorded about 20 accident 
reports per year since 2004, but has received 32 reports since April 2007 (Science, Sept 28, 2007). Until 
recently, the University of T exas had reported only 3 of 1 5 reportable biosafety incidents since January 
2000 to federal authorities (American-Statesman, Sept 9, 2007). UT Medical Branch in Galveston 
recorded 17 cases of “potential exposure" to infectious agents over the last five years, but reported only 
one (Dallas Morning News, July 4, 2007). And since 2002 there have been dozens of exposures to 
hazardous biological agents in Texas universities for which there is no reporting requirement (Dallas 
Morning News, July 27, 2006). It is doubtful that these problems are restricted to Texas alone. Finally, as 
discussed further below, there are significant and systemic problems with the Institutional Biosafety 
Committee system put in place to reduce biosafety risks. 

Concerns about biosecurity risks associated with the current expansion are also well-founded. While the 
numerous biosecurity failures at Texas A&M stand out, they are not alone. The June 2006 report by the 
DHHS Inspector General found that fully 11 of the 15 institutions working with bioweapons agents had 
inadequate security controls and other weaknesses which “could have compromised the ability to 
safeguard select agents from accidental or intentional loss." This finding came after an earlier 
investigation of 1 1 universities found similar defects at each. The Inspector General has apparently levied 
fines ranging form $12,000 to $150,000 on 9 institutions and companies for biosecurity breaches 
(Science, Sept 28, 2007). 

The occurrence of these biosafety and biosecurity incidents does not alone necessarily mean that the 
level of risk is increasing. But there are additional and very good reasons for believing that it is. 

First, as more research is performed with dangerous pathogens by more people in more locations, there 
are more opportunities for biosafety or biosecurity breaches to occur. It is quite clear that in the absence 
of countervailing efforts to mitigate risk, the potential for a high-consequence accidental or deliberate 
release of a dangerous biological agent will increase at least linearly with the expansion In the number of 
high containment facilities, the amount of bioweapons-related and other high-risk research activities, and 
the number of individuals working with bioweapons agents and other particularly dangerous pathogens. 
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The increase in the number of people working with biological weapons agents is particularly worrisome 
from a biosecurity perspective. To make an effective biological weapon, i.e. one that is capable of killing 
not Just a few, but large numbers of people, requires three essential ingredients - materials, equipment, 
and expertise. Contrary to what is commonly stated in the media and by some biodefense boosters, it is 
not so easy to create an effective biological weapon. It can’t be done by one person with high school 
knowledge of biology working in a cave. Rather, the easiest way for a sub-state adversary such as Al 
Qaeda to acquire a bioweapons capability is for it to penetrate an existing research project that uses 
bioweapons agents, obtaining both agents and training. Nor should we ignore the possibility of a biologist 
becoming a terrorist. As Vice Admiral Robert Murrett, Director of the National Geospatial Intelligence 
Agency, recently noted, biological weapons are best tracked by monitoring scientists with the expertise to 
make them. According to Murrett, this is posing a major challenge for the intelligence community. 
(Intelligence official: Bioweapons scientists tough to track. Associated Press, Sept 26, 2007) it is worth 
asking how the large increase in the number of bioweapons scientists in the US is affecting the IC’s ability 
to meet this challenge. 

Second, the speed of the current expansion is probably further increasing the risk by stressing and 
possibly even overwhelming our current national capacity for rigorous biosafety and biosecurity training of 
the individuals working in the new high containment laboratories. The likely result will be a decrease in 
the average level of training and experience in working in these facilities. It is unclear whether the NIH or 
any other agency has begun to assess workforce training needs, or has begun to implement programs to 
meet those needs. 

Third, the direction in which some pathogen research is expanding today increases the risk further yet, as 
researchers conduct experiments which are inherently more risky than those of the past. Researchers are 
sometimes now trying to enhance the virulence of pathogens to determine what makes them lethal. They 
are trying to enhance the transmissibility of pathogens to understand what makes them contagious and 
what makes them able to pass from one host species to another, such as from chickens to humans. For 
instance, researchers at the CDC and elsewhere are now conducting experiments with the H5N1 avian 
influenza virus to see if they can convert it to a form that is more easily transmitted from one person to 
another. While some of this research may bring benefits to health and society, it also clearly carries 
substantial safety risks. 

Some of it also carries substantial security risks. Such research is very often Inherently dual-use - the 
materials and knowledge derived from the research can be used for either harmful or peaceful purposes. 
The dual-use problem is a growing concern of those who think about preventing and responding to 
biological attacks. A good illustration of this issue is the recent successful recreation from scratch of the 
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1918 influenza virus, perhaps the single most deadly virus In human history. This virus was extinct until 
researchers from the CDC and other US institutions brought it back from the grave (Tumpey, et ai, 
Science 310 : 77-80, 2005). Not only have we now created a new and fearsome potential bioweapons 
agent, but by publishing the sequence of the viral genome we have provided much of the information 
needed for its recreation by others. Moreover, we have provided a plausible reason for them to do so: 
whether released deliberately or by accident, if the 1918 flu gains a foothold, it will know no borders. 
Everyone will be at risk. Yet not publishing such information once we've generated It might be a bigger 
problem, for it might suggest to some nations that we are withholding information critical to their own 
security and that of their citizens. It might leave the impression that we are actually up to no good. 

Might we in fact be turning such work into the type of glamorous fetish and matter of institutional and 
national pride that could contribute to an unnecessary proliferation of high-risk research? For instance, 
should we be concerned when the scientific director of the facility in which the 1 91 8 virus was recreated 
for a second time says ”[w]e're very proud of this work ... it demonstrates our capabilities and that we're 
an important piece of the science machinery of the world." (Canadian Press, Jan 17, 2007). I do not mean 
to suggest that particularly risky activities such as these are common or widespread. They are not. But 
they are growing in frequency. These are difficult problems to solve, and they clearly indicate a need for 
strong and publicly accountable oversight of dual-use research. 

Fourth, similar but possibly even more acute biosafety and biosecurity risks are associated with threat 
assessment research. Not only are we exploring offensive aspects of known bioweapons agents, we are 
also now exploring and possibly trying to create new biological threat agents. The rationale for these 
efforts is that we are engaged in a biological "arms race” between protective measures and potential 
malevolent applications of life sciences research and technology. While this ''capabillties-based” approach 
to threat assessment Is not without merit, it is also fraught with substantial danger. Where Is the line 
between legal and illegal activities under the Biological Weapons Convention? How can we ensure that 
we aren’t engaging in an arms race against ourselves, and that our attempts to keep up with the “threat 
curve" don’t simply push that curve forward faster? Since other nations will recognize the unavoidably 
dual-use nature of our activities, will they misperceive our etforts as potentially offensive in nature, and 
respond by carrying out their own, similar activities? At the very least, by undertaking such research we 
will be providing a plausible justification for others to do the same. While some threat assessment 
research is important, there must be a rigorous process in place for ensuring that only those projects that 
are absolutely necessary are conducted, for mitigating risk, and for demonstrating that the work complies 
with our international obligations under the BWC. Strengthening oversight of this expanding and highly 
consequential area of dual-use research is essential. 

All of these factors are increasing biosafety and biosecurity risks as our current expansion continues. 
None of them, nor even all combined, argue decisively against some expansion of high containment 
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bioweapons-oriented research and infrastructure. However, they do highlight the need for a fundamental 
re-examination of the extent of our expansion and, more generally, of our national strategy for confronting 
biological threats. And they make a compelling case for effective measures to mitigate the risks we are 
taking and the risks associated with the more general advancement of the life sciences. 

Our biosafety and biosecuritv system is not adequate to meet the Increased risk 

No activity involving a dangerous pathogen or toxin will ever be risk free. However, risk can be minimized 
through the combination of effective biosafety and biosecurity practices, management, oversight, 
enforcement, and accountability. 

Unfortunately, the current US biosafety and biosecurity system has significant and systemic weaknesses. 
Despite the dramatic expansion in high containment research and research capacity, there has been no 
enhancement of biosafety oversight and regulation. Indeed, there are almost no legally binding biosafety 
rules or regulations, there is no comprehensive biosafety law, and there are no universally applicable 
biosafety guidelines. While there are biosecurity laws and regulations, there are significant gaps in those 
regulations, and there has been only partial and inadequate enhancement of biosecurity oversight and 
enforcement. 

There are three distinct mechanisms In the United States that address biosafety and biosecurity: the NIH 
Guidelines for Research Involving Recombinant DNA Molecules (NIH Guidelines), including the 
Institutional Biosafety Committee (IBC) system established by the Guidelines; the Select Agent Rules 
promulgated by APHIS and the CDC under the Public Health Security and Bioterrorism Preparedness 
and Response Act of 2002, and several regulatory standards promulgated by the Occupational Safety 
and Health Administration (OSHA) (for a detailed review of each of these mechanisms, see Appendix B). 
Each has gaps and weaknesses. 

The NIH Guidelines. 

The NIH Guidelines, and the IBC system established by them, provide the only federally mechanism for 
increasing the likelihood that research projects adhere to biosafety guidelines. However, the Guidelines 
apply only to research projects involving recombinant DNA (rDNA). With two very narrow exceptions, 
there is no federal requirement for IBC or any other review of work involving bioweapons agents or other 
dangerous pathogens unless such work also involves recombinant DNA. Moreover, the Guidelines apply 
only to those institutions that receive NIH funding for rDNA research, and those institutions that receive 
funding from other federal agencies who have decided to adopt the Guidelines, such as the National 
Science Foundation. In addition, the Guidelines do not carry the weight of law. Instead, failure to comply 
with the Guidelines can result penalties up to and including the termination of NIH funding for research 
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involving rDNA at the institution. Finally, NIH does not effectively monitor or, when necessary, enforce 
compliance with the Guidelines. 

In 1984, NIH and CDC developed the Biosafety in Microbiology and Biomedical Laboratories (\t\e BMBL, 
now in its fifth edition) to provide guidance and advice to institutions and individuals on the safe handling 
and containment of infectious microorganisms and dangerous biological materials. Since that time, 
roughly two-thirds of the approximately 400 institutions with registered IBCs have chosen to assign their 
IBCs the additional responsibility of reviewing non-rDNA activities involving dangerous pathogens and 
other hazardous agents (Hackney, 2003). However, as noted by NIH Office of Biotechnology Activities 
(OBA), “this additional responsibility is assigned entirely at the discretion of the institution," 

Recent studies have revealed major weaknesses in the IBC system. For example, a 2003 survey of 
registered IBCs identified the following problems (Hackney, 2003): 

• Limited resources - two-thirds of IBCs had less than one full-time equivalent staff member 

• Lack of institutional involvement - nearly half were not required to make formal reports to their 
institution, suggesting that many institutions do not pay much attention to the effectiveness of 
their IBCs or their responsibilities under the Guidelines 

• Lack of training - 80% of IBC members do nof receive training, despite an NIH requirement that 
institutions are responsible for ensuring thaf they do 

• Insufficient oversight of research - nearly 60% meet two times per year or less (one-third meet 
only “as needed") 

• Inadequate transparency and accountability - 50% do not make their minutes available to the 
public, in direct violation of the NIH Guidelines 

A 2004 study by the non-governmental group known as the Sunshine Project found additional problems, 
including (Sunshine Project, “Mandate tor Failure,” October 2004): 

• Non-functional IBCs 

• Blanket approvals for research, rather than specific project review 

• Dramatic variation in the quality of IBC minutes, many of which did not offer “sufficient detail to 
serve as a record of major points of discussion and the committee’s rationale for particular 
decisions' as required by the Guidelines 

• An apparently wide and uneven range of practices and procedures for IBC review of research 
from one institution to another 

• Industry largely escapes from the IBC system altogether 
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The work of the Sunshine Project has revealed another significant weakness as well - ineffective 
monitoring, oversight and enforcement by NIH OBA, the office responsible for administering the NIH 
Guidelines. NIH OBA requires only that institutions file an annual report listing the members of their IBCs 
together with their biographies. As related in an April 2005 report in the Chronicle of Higher Education, 
NIH OBA "does not collect IBC minutes to confirm that they are reviewing research, and it does not 
require biosafety committees to certify that they are in compliance, as it does with institutional review 
boards,” (Institutional review boards are responsible for ensuring human subjects protection in research 
and are mandated by federal law.) In December 2004, NIH OBA announced that “[l]n the coming year, 
the NIH will be conducting site visits at selected Institutions to obtain further information on IBC 
compliance with the NIH Guidelines and to educate institutions more directly about requirements that 
apply to the conduct of recombinant DNA research.” (Memo from Amy Patterson to All Institutions 
Receiving NIH Funding, Dec 6, 2004). The outcome of those visits remains unknown. As for enforcement, 
NIH OBA has no authority to conduct inspections and has rarely if ever exercised its fiduciary power to 
enforce the Guidelines in anything other than work involving human gene therapy. 

The Select Agent Rule 

The Select Agent Rule requires that institutions desiring to possess, use or transfer certain “selecf 
biological agents or toxins (i.e. bioweapons agents) register with the Federal government, and that 
individuals having wishing to have access to such agents or toxins undergo a background security check. 
They also provide the first universal and legally mandatory federal requirements for institutions to 
develop, implement and maintain biosafety, security, and incident response training and plans. 
Nonetheless, as with the NIH Guidelines, there are major weaknesses and gaps. 

For example, the Rule applies only to the possession, use or transfer of select agents and toxins. It does 
not apply to any work with dangerous biological agents that aren’t so classified. Further, it does not set 
minimum standards for the content of the biosafety, security and incident response plans, nor does it 
require that entities submit their plans to the CDC for review at any time before or after they are certified, 
a gap that became apparent in the Texas A&M case. As with the case of IBCs, at some entities the plans 
may be quite good, while at others they may amount to little more than meaningless paperwork. Even 
more important than failing to ensure that this paperwork is in order, the Rule does not require that 
research projects involving potential bioweapons agents be subject to institutional review and oversight to 
ensure that they are being conducted safely and securely. Similarly, it does not require that biosafety 
level assignments for such work be determined by a risk assessment, or that institutions do anything 
more than “consider'’ the recommendations of the NIH Guidelines and the BMBL. Again, the incidents at 
Texas A&M have revealed some of the potential consequences of this gap that the CDC has known 
about, and ignored, for years. Yet further, in granting access approval for individuals, the CDC does not 


Pearson 


October 4, 2007 


13 



125 


require evidence that they are capable of safely and securely handling biological agents. Rather, the Rule 
requires that the entity's Responsible Official certify that the individuals are competent. This certification 
requirement is necessary, but is obviously not sufficient for guaranteeing that researchers have the skills 
they need. It is legitimate to question whether the Rule fulfills the statutory requirement that they ensure 
“proper training and appropriate skills to handle such agents and toxins." Finally, the Rule fails to define 
the meaning of “occupational exposure," thereby leaving uncertainty about the comprehensiveness and 
intent of the mandate to report such exposures. The consequences of this weakness are now widely 
apparent, as demonstrated by the accident reporting problems at Texas A&M and elsewhere. 

Nonetheless, if effectively implemented, monitored and enforced, the Select Agent Rule could provide a 
reasonable foundation for beginning to strengthen some aspects of institutional biosafety and blosecurlty. 
But it is not being effectively implemented, monitored and enforced by the CDC (this analysis does not 
consider USDA management of its Select Agent Program). This is apparent in the fact that in two 
successive reports the DHHS Inspector General has documented no significant improvement in 
institutional implementation of the Select Agent Rule. It is apparent in the fact that the CDC continues to 
learn about significant institutional compliance failures from others (a problem the CDC shares with NIH 
OBA when it comes to non-compliance with the NIH Guidelines). In the case of Texas A&M, either CDC’s 
own inspections repeatedly failed to reveal significant institutional deficits, or the CDC failed to act 
effectively to correct those deficits. Quiet, informal and non-adversarial consultation with institutions to 
improve implementation of and compliance with the Select Agent Rule is absolutely essential, but it also 
must achieve demonstrable success. Can the CDC objectively demonstrate that there has been 
significant progress in institutional implementation and compliance? 

The CDC refuses to make any of its inspection reports public, incorrectly citing a provision of the 2002 
Bioterrorism Act as justification (see Appendix D). Thus, it is very hard to independently examine this 
question. More, very little is publicly known about how CDC conducts its inspections and interprets 
Inspection results, about the competencies ot the CDC inspection teams, or about what types of actions 
CDC takes in response to any weaknesses it finds. What are the standard operating procedures for CDC 
inspections? Do inspectors have a list of key indicators for determining if a deeper inspection is required? 
Such a list might both facilitate the inspection process and avoid needless alienation of those institutions 
that have a good record of compliance. Are more inspectors with better skill sets needed? Will the CDC 
now re-examine its inspection process? In short, does CDC know what it is doing? 

Concerns about the CDC’s regulatory abilities are not new. Chairman Stupak raised such concerns as far 
back as 1999 during a House Commerce Subcommittee hearing on the Threat of Bioterrorism in America. 
The need for better verification measures to monitor compliance was raised by Senator Feinstein during a 
Senate Judiciary Subcommittee hearing on Germs and Toxins as Domestic Terrorist Threats in 2001. 
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And a 2002 performance review of CDC’s management of fhe Selecf Agent Program by GAO highlighted 
major deficits in CDC monitoring, inspections, databases and organizational structure (GAO-03-315, Nov 
22, 2002). As this review was conducted before the new and significantly expanded Select Agent Rules 
went into effect, perhaps it is time for GAO to be asked to update its previous study of CDC’s regulatory 
efforts in this critical area. 

Finally, there are two significant gaps in the Select Agent Rules that remain completely unaddressed. 
First, registered institutions have no obligation to report occupational exposures or breaches of primary 
containment to State or local public health authorities. Second, the Rules, as Interpreted by the CDC, 
provide almost no coverage for synthetic genomes. The recreation of the 1 91 8 influenza virus shows 
how it has become possible to synthesize or clone DNA encoding the entire genome of a select agent 
virus and use this DNA to generate the virus essentially from scratch. Yet, the CDC interprets the Rules in 
such a way that the possession, use or transfer of such DNA is unregulated unless the DNA itself can be 
considered intrinsically infectious. Only a few of the viruses of bioweapons concern, such as Venezuelan 
Equine Encephalitis (VEE) and the tick-borne encephalitis viruses, fall into this category. 

This means that it is currently entirely legal for an unregistered individual to possess, use or transfer 
nucleic acids comprising the entire genome, plus all the materials needed to generate infectious virus 
from these nucleic acids, for select agent viruses such as including the 1918 influenza virus, ebolavlrus 
and perhaps in the not too distant future, smallpox (Mark Hemphill (CDC), presentation to "Synthetic 
Genomics Workshop 3," May 31 -June 1 , 2006, CSIS, Washington DC.). Only when that individual 
actually makes the virus itself will he or she be in violation of the law. 

I do not say this to raise unnecessary alarm. To be sure, generating a virus In this way is far from trivial. 
The knowledge of how to do so exists for only a few viruses of major bioweapons concern today, and 
even in those cases it could easily take a skilled postdoc substantial time to achieve success. But for the 
1918 influenza virus and ebolavlrus, it has already been done. It is not hard to imagine that a skilled 
terrorist or rogue scientist could work In a government, university or corporate lab, perhaps under cover of 
a different project, to assemble one of these viruses. No one would be the wiser and, if by chance the 
individual was discovered, s/he could not be prosecuted unless s/he actually possessed the virus itself. 
Clearly a careful reconsideration of the Select Agent Rule, or at least of its interpretation by the CDC, is in 
order. 

The OSHA Standards 

The third mechanism, addressing biosafety only, is embodied in several OSHA regulations. These are 
described in more detail in Appendix B. The important point for this discussion is that they are limited to 
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regulating work with certain toxins and work with human blood and other potentially infectious human 
bodily fluids. Moreover, reporting requirements under these standards apply only when there is a work- 
related fatality or hospitalization of three or more individuals. 

This analysis of the existing US biosafety and biosecurity system shows that it has significant and 
systemic weaknesses. The system lacks coherence, with multiple different reporting requirements, 
reporting standards, and agencies to report sometimes similar information to. It lacks clarity about certain 
critical institutional responsibilities. It lacks transparency and accountability at all levels - reasonable and 
salient information about the management, operation and oversight of high containment facilities and the 
US biosafety and biosecurity system that should be public is not public. It lacks universal applicability, 
leaving gaps in our biosafety and biosecurity web of prevention. The expansion of high containment 
research and development facilities and dual-use research activities is now stretching that web, rending 
those gaps ever wider. The time to fix the US biosafety and biosecurity system is now, BEFORE we face 
any serious consequences of our inacfion. 

Recommendations 


Emerging new risks necessitate corresponding changes in risk mitigation efforts if risk is to be maintained 
at a steady low level. The United States can rightly be proud that we have often been a world leader in 
biosafety and biosecurity. From its beginnings in the 1960s to the publication of the NIH Guidelines in 
1976, the first edition of fhe BMBL in 1984, and the first laws governing the handling of bioweapons 
agents in 1996, the US biosafety and biosecurity system has seen continual improvements in response to 
demonstrated gaps and emerging risks. It has provided a model for emulation around the world. 

We should be continuing this proud tradition. In some ways we are. For instance, the State Department's 
still expanding Biosecurity Engagement Program (httD://www.beDState.net/ f and Sandia National Lab’s 
International Biological Threat Reduction Program (http://www.bi osecuritv.sandia.Qov/1 are working 
closely with other nations to develop systems, practices and “cooperative international programs that 
promote the safe, secure and responsible use of biological materials that are at risk of accidental release 
or intentional misuse.’’ ( fhttD://www.beDstate.net/t 

Yet. how are these efforts made easier by the problems in our own biosafety and biosecurity system? 

Can we say that we are truly a leader when it comes to complying with our obligations to under the 
Biological Weapons Convention and UN Security Council Resolution 1 540? 

Biological Weapons Convention. Article IV: 
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Each State Party to this Convention shall ... take any necessary measures to prohibit 
and prevent the development, production, stockpiling, acquisition, or retention of the 
agents, toxins, weapons, equipment and means of delivery specified in article I of the 
Convention, within the territory of such State, under its jurisdiction or under its control 
anywhere. 

UN Security Council Resolution 1540: 

[A]li States ... shall adopt and enforce appropriate effective laws which prohibit any non- 
State actor to manufacture, acquire, possess, develop, transport, transfer or use nuclear, 
chemical or biological weapons and their means of delivery, in particular for terrorist 
purposes 

[A]il States shall take and enforce effective measures to establish domestic controls to 
prevent the proliferation of nuclear, chemical, or biological weapons and their means of 
delivery, including by establishing appropriate controls over related materials and to this 
end shall; 

(a) Develop and maintain appropriate effective measures to account for and secure such 
items in production, use, storage or transport; 

(b) Develop and maintain appropriate effective physical protection measures; 

The United States should be a strong and consistent world leader in biosafety and biosecurity, and we 
should take every reasonable step to ensure the safety and security of our people. Today, the US 
biosafety and biosecurity system must be made more coherent, more comprehensive, more effective, and 
more transparent if laboratory workers and the public health are to be adequately safeguarded. Congress 
and the Federal government can and should take the following actions to help achieve this goal: 

Training 

Training standards and core competencies. Congress should mandate, and DHHS and USDA should 
develop, biosafety and biosecurity training standards and minimum core competencies for work with high- 
risk biological agents, including a plan for meeting national training needs. Agent-specific, BSL-specific 
and facility-specific (mentored) training should all be required, as should regular refresher training to 
maintain competence as biosafety and biosecurity needs, practices and facilities evolve. Institutions 
should be required to keep a detailed record describing the training received by each individual and 
evidence of competency relevant to the work to be perfomied. Individual competency should be 
demonstrated by practical, and not only written, examination prior to being permitted to carry out 
Independent research activities. 
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Reporting 

National Biosafety/Biosecurity Incident Reporting System. Congress should mandate, and DHHS 
and USDA should develop, operate and maintain a universally mandatory and transparent 
Biosafety/Biosecurity Incident Reporting System (NBIRS). All biosafety and biosecurity incidents (both 
accidents and near-misses) involving risk group 3 and risk group 4 biological agents, and risk group 2 
select agents, would be reportable (See Appendix E for an explanation of risk groups). DHHS and USDA 
should establish clear reporting criteria and requirements, such as, for example, a requirement that any 
incident resulting in an occupational exposure as defined by 29 CFR 1 91 0.1 030 (See Appendix B) be 
reported. Other requirements would be to provide specific information on the identify of the agent(s) 
involved in the incident and an analysis of the cause, effect, and responses taken, in order to enable 
community-wide learning and safety/security enhancement. 

Incident reporting under the NBIRS would be mandatory for all public and private institutions, regardless 
of whether the conduct classified research. A provision for the withholding of personal, but not of 
institutional, information could be included for the purpose of guaranteeing Individual personal privacy. 
Similarly, a provision for withholding information while law enforcement authorities are involved in 
responding to an incident should be included. DHHS and USDA should conduct ongoing monitoring and 
analysis of the information received, and issue community-wide recommendations for biosafety and 
biosecurity enhancement as needed. They should Issue an annual public report listing the number and 
categories of incidents by institution and biological agent, and any corrective actions taken. This level of 
transparency is important for ensuring public accountability and strengthening biosafety and bioseourity 
practices. It will also provide international reassurance about our bioweapons-related activities. 

Finally, institutions should take steps to Instill a culture of responsibility, not a culture shame and 
embarrassment, among researchers. Researchers should know that their responsible behavior will be 
rewarded, not punished. 

State and local notification. Congress should mandate notification of state and local public health and 
emergency response authorities by the Secretary DHHS or USDA within 12 hours of any accidental or 
deliberate breach of containment (theft, loss or release, including potential exposure of one or more 
laboratory personnel, of a biological agent) involving a select agent or a risk group 3 or 4 agent. 

Monitorino. oversight and enforcement 


Facility iicensing and registration. Congress should mandate, and DHHS and USDA should develop, 
establish and maintain a national licensing system and registry for all BSL-3 and BSL-4 facilities in the 
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United States, including an integrated and effective auditing process. Criteria and minimum licensing 
requirements for different general categories of facilities (animal vs. human pathogens, BSL-3 vs. BSL- 
3Ag vs, BSL-4, etc) should be developed to facilitate the licensing process. Given the wide variations that 
exist among facilities built at different times for different purposes, a formal public process should be 
established for issuing any necessary variances. The registry should include information needed for a 
national inventory of high containment capabilities in the United States in order to facilitate national needs 
assessments. Information of this type is already collected from institutions applying for registration under 
the Select Agent Rule, providing a useful model'for broader applicability. An integrated and effective 
auditing process, including a clear and relevant list of key indicators for identifying biosafety and 
biosecurity deficiencies should be developed. Licensed facilities should be audited regularly (on an 
annual to triennial basis) to ensure that the minimum required standards for their license category. 
Evidence of possession of a license should be required with all relevant applications for federal funding, 

A national list of ail licensed facilities, including a description of their activities, should be publicly 
available. Any information collected as part of the licensing and registration process which reveals the 
precise location of select agents, and personal identifying information about individuals who handle them, 
should remain out of the public eye. General information about which institutions work with which select 
agents does not pose a significant security risk and should be public. Facilities which conduct classified 
research should be included on this public national list, but may be allowed to provide more general 
descriptions of their activities. Current Federal law prohibiting US government agencies from releasing 
the types of information that would be included in this list should be amended. This level of transparency 
is important for ensuring public accountability and strengthening biosafety and biosecurity practices. It will 
also provide international reassurance about our bioweapons-related activities. 

The BMBL and NIH Guidelines. Congress should mandate Institutional compliance with the BMBL and 
the NIH Guidelines. Arguments are sometimes made that mandating compliance with the BMBL and the 
NIH Guidelines would interfere with the Individual and institutional flexibility needed to conduct research 
safely, and that incorporating them into the rulemaking process would make it more difficult to update and 
revise the recommendations as needed. In recognizing the importance of flexibility and currency for 
effective biosafety practices, these arguments make an important point. However, they do not consider 
that the BMBL and the NIH Guidelines contain mainly performance-based recommendations, not hard 
and fast rules. Mandating compliance with these recommendations and guidelines would simply establish 
them as performance-based requirements. The OSHA regulation on blood borne pathogens (29 CFR 
1910.1030) establishes similar performance-based requirements. It does not impede the adoption of up to 
date best practices. 
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Scientists support mandating compliance with the BMBL and the NIH Guidelines. In comments on the 
Interim Final Select Agent Rule submitted to GDC on February 6, 2003, the American Society for 
Microbiology advocated that the Rule mandate compliance with the most recent versions of the BMBL 
and the NIH Guidelines. The ASM is the largest single life science society in the world, with over 43,000 
members from a wide range of disciplines, The ASM noted that this “could mandate the state of the art 
approaches for safety and security.” Further, ASM explained that The GDC will have to update the 
regulations through rulemaking ... to ensure that when these documents are updated and revised the 
most current version is incorporated by reference in the regulation." In other words, mandating 
compliance with these documents would not impede their regular updating and revision, in fact, the ASM 
noted that mandating compliance with these guidelines would allow “for appropriate updating as the 
guidelines evolve as the result of research progress.” Mandating compliance with the BMBL and the NIH 
Guidelines is long overdue. 

Institutional Biosafety Committee Review. Voluntary compliance with biosafety and biosecurity 
guidelines is not working. This much is obvious from the discussion in the section above, Gongress 
should mandate Institutional Biosafety Gommittee (IBG) review of all research projecfs involving risk 
group 3 and 4 biological agents, risk group 2 select agents, and other high-risk activities, not just those 
involving certain categories of rDNA research. This review should consider biosafety, biosecurity, and 
dual-use issues. DHHS and USDA should develop a standard, performance-based process for such IBG 
review, and should establish a set of mandatory requirements (training and expertise) for IBG members. 
As well, they should develop a process for elevating particularly difficult issues, and certain narrowly- 
defined types of particularly dangerous research, for higher level review. The minutes of IBG meetings 
should include a work summary and offer sufficient detail to serve as a record of major points of 
discussion and the committee's rationale for particular decisions. 

Responsibility for compliance should be placed at the institutional, not the individual, level. Individual 
researchers must play a critical role in any review, but the review process should be carried out by an 
independent body capable of bringing in a wide range of relevant expertise. To ensure universal 
application of and compliance with these requirements, this mandate should be legally binding on ail 
institutions - government, academic, and private - not just those receiving funds from NIH. This should 
including all institutions which conduct classified research activities, IBG minutes should be provided to 
the office described below as evidence that the IBG is complying with these requirements. Public 
membership on the IBG should continue to be required, as should public access to IBG minutes. 
Gonsideration will need to be given as to whether, when and how certain research information, 
proprietary business information, or national security information should be reasonably protected. 
Different approaches will likely be required for these different classes of information. 
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DHHS and USDA should define and fund the developnnent of the training and infrastructure needed to 
implement such IBC review. The IBC system is in a state of disrepair, in order to effective meet the 
requirements for IBC review outlined above, the system will either have to be fixed, or replaced. As there 
is no other system in place which could act as a replacement, and as some institutions appear to have 
strong and effective IBCs, repairing the IBC system of the preferred option. Funding for this purpose 
should be provided out of current U.S. biodefense research and development budgets (2% of proposed 
DHHS and USDA biodefense R&D funding for FY2008 would total $35 million). 

[The NIH Guidelines] have given coileges too much “poetic license.” [R]eplacing 
them with a law would “remove the inconsistencies,” ... “People who like to flout 
guidelines can’t flout rules.” 

Philip Chandler, Chairman, Medical College of Georgia IBC (Chronicle of Higher 
Education, April 29, 2005) 

Consolidation of monitoring and enforcement. Compliance will be enhanced if regulations are clear, 
coherent, and integrated. Compliance requires effective monitoring and enforcement - a law not 
monitored and enforced may be little better than a voluntary guideline. The lack of coherence and 
integration in the biosafety and biosecurity system, and the administrative, management and likely 
capacity and capability deficits at in the CDC Select Agent Program and NIH DBA call out for attention. 
Congress should consider consolidating all CDC and NIH DBA responsibilities and authorities relevant to 
implementing, monitoring and enforcing the above requirements into a single office located within the 
Office of the Secretary DHHS. This would help improve coherence in the biosafety and biosecurity system 
and make it easier for Congress to guide the process of improving monitoring and enforcement of existing 
and new rules and regulations. At the Secretarial level, DHHS likely has enough distance from the 
research process that the problems caused by the potentially conflicting objectives of regulation and 
promotion may be less intense than they are at CDC and NIH. At the same time, DHHS likely possesses 
and will be able to call on the scientific and institutional knowledge and expertise needed to effectively 
monitor and enforce biosafety and biosecurity regulations. Absent the consolidation recommended here. 
Congress will need to find another way to improve coherence, monitoring and enforcement. 

Annual report. In order to further strengthen DHHS and USDA implementation, monitoring and 
enforcement of all of the above requirements, Congress should require that these agencies submit an 
annual report detailing their efforts in this regard. 

Transparency 
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Amend Section 351 A(h). Section 351A(h) of Title III of the Public Health Service Act provides an overly 
broad exemption for disclosure of certain Information pertaining to entities registered under the Select 
Agent Rules {Appendix C). Moreover, the CDC is interpreting this exemption even more broadly than 
provided for in the Act (Appendix D). Section 351 A(h) is making it easier for institutions and Federal 
agencies to cover up their mistakes. Meant to strengthen US national security, this Section as currently 
conceived instead weakens biosafety and biosecurity, and thus national security. It does so by impeding 
public accountability of institutions and Federal agencies, and by reducing our ability to reassure others 
that our bioweapons-related research and development activities comply with our obligations under 
international law. The Section should be amended to more narrowly and accurately define necessary and 
appropriate requirements for withholding information about activities involving potential bioweapons 
agents. 

Promotion 


International promotion. Biosafety, biosecurity and dual-use research are Issues of international 
concern. Congress should mandate that the Executive Branch work to promote the adoption of these 
strengthened biosafety and biosecurity requirements more broadly by other countries. 

Needs and Risk Assessments 


Needs assessment for high containment labs. As discussed earlier, no comprehensive Interagency 
needs assessment for determining our high containment laboratory requirements has been performed. 
Congress should mandate that DHHS, DHS, DOD and USDA conduct a comprehensive interagency 
assessment to determine current and anticipated US needs for BSL3 and BSL4 facilities. The needs 
assessment should include, but not be limited to, all information gathered as part of the BSL-3/BSL-4 
facility licensing and registration process described above. Congress should further mandate that GAO 
assess and report on the quality of the interagency needs assessment, including the processes and data 
used. 

Risk Assessments. Congress should mandate, and the GAO should conduct, independent evaluations 
of safety risks and security risks associated with the recent and continuing increases In the number of 
Institutions and individuals performing bioweapons-related and other high-risk research. Given the 
widespread concerns that exist in some communities, the assessments should include consideration of 
siting issues. 

Funding moratorium. Congress should impose a moratorium on all future funding for the construction or 
expansion of BSL-3 and BSL-4 facilities pending completion and review of the above assessments. 
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Appendix A - Federal Funding for Biological Weapons Prevention and Defense, 
Fiscal Years 2001 to 2008 


Introduction 

Since the 2001 terrorist attacks on the United States, the U.S. government has spent or allocated over 
$40 billion among 1 1 federal departments and agencies to address the threat of biological weapons. For 
Fiscal Year 2008 (FY2008), the Bush Administration is proposing an additional $6.77 billion in 
bioweapons-reiated spending, approximately $550 million (9%) more than the amount that Congress 
appropriated for FY2007.^ U.S. funding for bioweapons-reiated activities focuses primarily on research, 
development, and acquisition of medical countermeasures and protective equipment, enhancing medical 
surveillance and environmental detection of biological weapons agents, and improving state, local, and 
hospital preparedness. The Department of Defense proposes to double the amount of money that it 
spends on efforts to prevent the development, acquisition and use of biological weapons by states and 
terrorists and other non-state actors in FY2008. Flowever, activities aimed at prevention still account for 
less than 2% of all federal bioweapons-reiated funding since FY2001 . Further strengthening of 
prevention efforts, including a commitment to broad cooperative international action, are essential for 
improving our nation's security. 

Annual bioweapons-reiated programs and funding for the following departments and agencies from 
FY2001 to FY2008 are summarized in Table 1: the Department of Agriculture (USDA), the Department of 
Commerce, the Department of Defense (DOD), the Department of Energy (DOE), the Department of 
Flealth and Fluman Sen/ices (DFIFIS), the Department of Flomeland Security (DFIS), the Department of 
State, the Department of Veterans Affairs (VA), the Environmental Protection Agency (EPA), the National 
Science Foundation (NSF), and the United States Postal Service (USPS). Table 1 also includes funding 
for Project BioShield, a ten-year program to acquire medical countermeasures to biological, chemical, 
radiological and nuclear agents for civilian use. As illustrated in Figure 1 , annual bioweapons-reiated 
spending grew rapidly from FY2001 to FY2004, Excluding Project BioShield and one-time funding for the 
US Postal Service in FY2005, federal bioweapons-reiated funding has remained roughly steady at 
approximately $6.5 billion/year since FY2004. 

Cumulative total funding by agency for the entire FY2001 to FY2008 period ($48.33 billion if the FY2008 
request is funded in full) is illustrated in Figure 2, with DFIFIS funding broken down into its constituent 
agencies and offices (Food and Drug Administration (FDA), Flealth Resources and Services 
Administration (FIRSA), the Centers for Disease Control (CDC), National Institutes of Flealth (NIFI), and 
the Office of the Secretary (OS) plus the Agency tor Flealthcare Research and Quality (AFIRQ)). Over 
90% of all bioweapons-reiated funding goes to three lead departments: Flealth and Fluman Sen/ices, 
Defense, and Flomeland Security (through which Project BioShield is funded). 

In contrast to other preparedness efforts, biodefense research, development, testing, and evaluation 
(RDT&E) can be duai-use in nature: scientific knowledge, methods, and materials that can be used to 
protect against biological weapons can often also be used to develop biological weapons. The dual-use 
problem has become a significant national and international policy concern. In the United States, the 
National Science Advisory Board for Biosecurity (NSABB) has been established under the auspices of 


^ The estimates presented here differ from those in our FY2007 budget analysis. More refined analysis of Defense Department 
funding resulted in a reduction of $250 - $300 million annually, due to alfocations within the Chemicaf and Biological Defense 
Program for chemical and radiological countermeasures. Project BioShieid funding was previously reported as annual obligations 
listed in federal government budget documents. These data are no longer valid given the cancellation of a major BioShield contract, 
{discussed in Homeland Security analysis section). All Project BioShield funding is now reported in the year that it was appropriated. 
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Table 1 . Federal Funding for Bioweapons Prevention and Defense, by Agency, FY2001 - FY2008 {in $ millions) 


Department/ Agency 

FY01 

FY02 

FY03 

FY04 

FY05 

FY06 

FY07 

FY08 

FY01-FY08 


(actual) 

(actual) 

(actual) 

(actual) 

(actual) 

(actual) (estimate) (I'equest) 


Agriculture 

7 

42 

204 

111 

298 

247 

187 

341 

1,437 

Commerce 

3 

4 

5 

7 

6 

5 

7 

7 

44 

Defense 

734 

1,046 

1,053 

1.246 

1,335 

1,679 

1,406 

1,690 

10,189 

Energy 

4 

5 

5 

5 

5 

11 

7 

5 

47 

Health and Human 

324 

2,980 

4,035 

3,704 

4.148 

4,090 

4,044 

4,182 

27.507 

Services 

Homeland Security/ 

40 

85 

119 

1,038 

554 

523 

397 

340 

3,096 

Energy legacy 

Project BtoShielcl 




885 

2469 




3,354 

State 

20 

49 

35 

46 

44 

37 

42 

43 

316 

Veterans Affairs 



27 

23 

9 

0 

1 

0 

60 

Environmental 

20 

155 

95 

114 

111 

103 

103 

137 

838 

Protection Agency 
National Science 


17 

26 

27 

27 

27 

28 

25 

177 

Foundation 

US Postal Service 

175 

587 

0 

0 

503 

0 

0 

Q 

1,265 

Total 

1,327 

4,970 

5,604 

7,206 

9,509 

6,722 

6,222 

6,770 

48,330 

Total, excl. BloShield 

1,327 

4,970 

5,604 

6,321 

7,040 

6,722 

6,222 

6,770 

44,976 


Figure 1. Total Federal Funding for Bioweapons Prevention and Defense 
FY2001 - FY2008 



FY01 

FY02 

FY03 
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FY06 

FY07 

FYOB 
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Fiscal Year 

(actual) 

(est) 

(request) 
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Figure 2. Total Federal Funding for Bloweapons Prevention and Defense by Agency 
FY2001 - FY2008 ($ millions) 


USPS,$1 ,265 
VA, $60-- . 
NSF. $177 
EPA.$838 . 
USDA, $1,437 
Project BtoShiekl. 

$3,354 



DHS/Energy legacy. 
S3.096 


r- State, $316 
j - Energy, $47 
; / — Commerce, S44 

DqD; prevention, $503 

if- 


Prevention 


jfense, $9,686 


iK 


HHS: OS & other, 
$1,876 


HHS; FDA, $1,395 
HHS; HRSA, $2, 


',271 




HHS: CDC, $1 1 ,552 


HHS: NiH. $10,415 


theNIH, with ex officio representation from 18 Federal departments, agencies, and offices, in order to 
“provide advice, guidance, and leadership regarding biosecurity oversight of dual use research" to the 
Secretary of DHHS, the Director of the NIH, and the “heads of all federal departments and agencies that 
conduct or support life science research,”^ 

Cumulative funding for biodefense RDT&E from FY2001 through FY2008 will reach $20 billion, over 40% 
of all bioweapons-related funding since FY2001 (Table 2). Of this, approximately $1.9 billion has thus far 
been spent, allocated, or requested for improving existing or building at least 20 new high containment 
research facilities around the country, including 7 new biosafety level 4 (BSL-4) facilities for conducting 
work on dangerous pathogens such as the ebola viruses and other hemorrhagic fever viruses. The 
Departments of Defense and Homeland Security are expected to request up to another $1 .25 billion over 
the next five years for two of these BSL-4 facilities. 

In contrast, cumulative funding for efforts to prevent the development, acquisition, and use of biological 
weapons is expected to reach approximately $874 million in FY2008 (Table 3). This is less than 2% of 
the total funding for biodefense RDT&E during the same time period. FY2008 sees the first substantive 
increase in funding for prevention efforts since FY2004. If approved by Congress, funding for prevention 
activities as a percentage of total bioweapons-related funding will increase to 3%, returning it to pre-2001 
levels. Approximately 90% of prevention funding goes to the Departments of Defense, Energy and State 
for Cooperative Threat Reduction efforts, primarily in states of the former Soviet Union. Other prevention- 
related funding is provided to the Department of Commerce for Export Controls on materials and 
equipment that could be used to develop biological weapons, and to the Select Agents programs at the 


■ biosecurityboard.gov 
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CDC and USDA which regulate the possession, use, and transfer of potential biological weapons 
pathogens and toxins. The NSABB also receives roughly $1 million per year for its activities. 


Table 2. Funding for Biodefense Research, FY2001 - FY2008 {in $ miHions) 


Department/ Agency 

FY01 

(actual) 

FY02 

(actual) 

FY03 

(actual) 

FY04 

(actual) 

FY05 

(actual) 

FY06 FY07 FY08 

(actual) (estimate) (request) 

FY01-FY08 

Facilities 










USDA 

7 

30 

143 

0 

121 

58 

0 

16 

375 

DOD 






21 

29 

150 

200 

DHHS 


92 

743 

0 

149 

30 

25 

0 

1039 

DHS 



30 

108 

68 

36 

23 

n/a^ 

265 

Facilities, Subtotal 

7 

122 

916 

108 

338 

145 

77 

166 

1879 

Programs 










USDA 


9 

12 

20 

29 

34 

32 

81 

217 

DOD: Army 


17 

19 

22 

19 

16 

25 

16 

134 

DOD: DARPA 

146 

172 

158 

142 

155 

133 

113 

99 

1118 

DOD; CDBP 

302 

488 

505 

578 

565 

844 

773 

827 

4882 

DOD, Subtotal 

448 

677 

682 

742 

739 

993 

911 

942 

6134 

DHHS: FDA 

6 

46 

53 

53 

57 

57 

55 

57 

384 

DHHS: CDC 

29 

20 

20 

18 

17 

14 

14 

0 

132 

DHHS: NIH 

53 

198 

810 

1821 

1593 

1604 

1610 

1628 

9317 

DHHS: OS/BARDA 







54 

189 

243 

DHHS, Subtotal 

88 

264 

883 

1892 

1667 

1675 

1733 

1874 

10076 

DHS: S&T" 



53 

218 

247 

244 

196 

183 

1141 

DOE 

40 

85 








VA 

n/a 

n/a 

27 

23 

9 

0 

1 

0 

60 

EPA: S&T 

0 

5 

17 

33 

51 

46 

46 

67 

265 

NSF 

0 

17 

26 

27 

27 

27 

28 

25 

177 

Programs, Subtotal 

576 

1057 

1700 

2955 

2769 

3025 

2947 

3172 

18201 

Research, Total 

S83 

1179 

2616 

3063 

3107 

3170 

3024 

3338 

20060 


^ rVa; no informatfon available. 


^ Based on estimate that 60% of non-facility Biological and Chemical Divisioo funding from Pf2003 - FVZOOT. and 80% in RTZOOS, is devoted 
to biodefense RDT&E. 

Table 3. Funding for Bioweapons Prevention Activities, FY2001 - FY200B (in $ millions) 


Oepartment/Agency 

FY01 

(actual) 

FY02 

(actual) 

FY03 

(actual) 

FY04 

(actual) 

FY05 

(actual) 

FY06 FY07 FY08 

(actual) (estimate) (request) 

FY01-FY08 

USDA:APH!S; 





3 

3 

3 

7 

16 

Select Agents 

DOD; CTR 

12 

17 

55 

68 

69 

70 

68 

144 

503 

DHHS: CDC: 

5 

5 

5 

5 

5 

5 

5 

5 

40 

Select Agents® 

State: Nonproliferation 

16 

45 

20 

29 

27 

25 

31 

32 

225 

Programs 

Commerce: Export 

3 

4 

5 

7 

6 

5 

7 

7 

44 

Controls 

DOE: NIS Programs 

4 

5 

5 

5 

5 

5 

7 

5 

41 

Prevention, Total 

40 

76 

90 

115 

116 

114 

122 

201 

874 


® HHS and CDC do not provide data on funding lor the Select Agent Program, This is an estimate based on USDA data and CDC 
data from FY2002 (from GAO-03-31 5R "CDC Select Agent Program." 11/22/02). 
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Appendix B - Biosafety and Biosecurity Rules and Guidelines 
The NIH Guidelines 


The first mechanism, which addresses biosafety only, is the system established by the NIH 
Guidelines for Research Involving Recombinant DNA Molecules (NIH Guidelines). The NIH 
Guidelines apply to all institutions that receive funding from NIH and conduct research involving 
recombinant DNA (rDNA). Such institutions are responsible for ensuring that all research covered 
by the Guidelines is conducted in accordance with the provisions of the Guidelines (Section IV-B- 
1). Among their responsibilities, they must establish an Institutional Biosafety Committee (IBC) 
and file an annual report listing the names and biographies of all IBC members with the NIH 
Office of Biotechnology Activities (OBA) (at present, approximately 400 IBCs are so registered 
with OBA). Institutions must also appoint a Biological Safety Officer (BSO) if they conduct rDNA 
research at BSL-3 or BSL-4. They must “ensure appropriate training" for the IBC Chair, the BSO, 
and all relevant personnel regarding biosafety and implementation of the Guidelines, and they 
must establish a health surveillance program if they conduct rDNA research at BSL-3 or higher, 
investigators must subject all research involving rDNA to a risk assessment in order to determine 
the appropriate containment level for their work (Section ll-A). The Guidelines provide 
recommendations to facilitate this process, including the categorization of biological agents into 
one of four “risk groups.” (Section II and Appendix B). The IBC must provide independent prior 
review and approval for certain rDNA research (defined in Sections lll-A to lll-D). To enhance 
transparency and public accountability, institutions are required to provide public access to IBC 
meeting minutes, which “should offer sufficient detail to serve as a record of major points of 
discussion and the committee’s rationale for particular decision." (Section iV-B-2). Finally, 
institutions or their IBCs must report any “significant problems [or] violations” of the NIH 
Guidelines, and any "significant research related accidents or illnesses" involving rDNA, to OBA 
within 30 days (Section IV). Spills or accidents that result in “overt" exposure at BSL-2, or “overt 
or potential exposure" at BSL-3 and BSL-4 must be reported immediately (Appendix G). Failure of 
an institution to comply with the Guidelines can result penalties up to and including the 
termination of NIH funding of research involving rDNA at the institution (Section l-D). 

There are a few absolute prescriptions in the NIH Guidelines. For instance, any experiments 
involving the introduction of rDNA into Risk Group 4 agents must be conducted at BSL-4. 
Experiments in which DNA from such agents is transferred into other microorganisms may be 
performed at BSL-2, but only after it has been demonstrated that “only a totally and irreversibly 
defective fraction of the agent's genome is present in a given recombinant." In the absence of 
such a demonstration, the work must be performed at BSL-4. Finally, containment conditions for 
all experiments Involving the transfer of DNA from the smallpox virus into other microorganisms 
must be determined by OBA following a case-by-case review (Section lll-D). In addition, two 
specific types of research require approval by the NIH Recombinant DNA Advisory Committee 
(RAC) and/or the NIH or another federal agency with jurisdiction for review and approval 
(Sections l-A, lll-A, lll-B). These are any experiments involving the cloning of genes coding for 
toxin molecules having a median lethal dose of less than 100 nanograms per kilogram body 
weight, and any experiments involving the deliberate transfer of a drug resistance trait to 
microorganisms that are not known to acquire the trait naturally “if such acquisition could 
compromise the use of the drug to control disease agents in humans, veterinary medicine, or 
agriculture.” (There are also requirements for review and approval of human gene therapy 
experiments, but these are not discussed further here). Experiments involving the cloning of less 
potent toxin genes must be registered with CBA prior to their initiation (Appendix F). 

The Select Agent Rules 


The second mechanism, addressing both biosafety and biosecurity, is provided by the Select 
Agent Rules promulgated by APHIS and the CDC under the Public Health Security and 
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Bioterrorism Preparedness and Response Act of 2002. This discussion is based on the Rule 
promulgated by CDC (at 42 CFR 73). The Select Agent Rules define a list of “select” biological 
agents, toxins and genetic materials that “have the potential to pose a severe threat to public 
health and safety, to animal health, or to animal products" and provide for the registration and 
oversight by the federal government of all entities in the United States who posses, use or 
transfer such agents, with certain exemptions. The possession, use or transfer of a select agent 
without a certificate of registration is illegal under federal law. As outlined in Section 73.7, to 
obtain a certificate of registration an entity must designate a Responsible Official (RO), and both 
the entity and RO must undergo a security risk assessment by the Justice Department. 
Certificates of registration are valid only for specific physical locations, specific select agents or 
toxins, and specific activities. Registered entities may not provide an individual with access to a 
select agent or toxin unless the individual receives access approval from the federal government 
following a security risk assessment. 

The Rules specify that a registered entity must maintain a complete inventory of all select agents 
and toxins, including their names, characteristics, storage locations, dates accessed, and uses 
(42 CFR 73.17). The entity must adhere to specific security requirements “or implement 
measures to achieve an equivalent or greater level of security,” and must develop and implement 
a written security plan which includes certain specified types of information and is “sufficient to 
safeguard the select agent or toxin against unauthorized access, theft, loss or release.” (42 CFR 
73.1 1 ). The entity must also develop and implement a written biosafety plan that is 
“commensurate with the risk of the agent or toxin, given its intended use.” The plan “must contain 
sufficient information and documentation to describe the biosafety and containment procedures,” 
which “must be sufficient to contain the select agent or toxin.” In developing the plan, the entity 
“should consider'’ the BMBL, the NIH Guidelines, and the OSHA regulations at 29 CFR 
1910,1200 and 1910,1450 (see more below)(42 CFR 73.12). The entity must also develop and 
implement a written incident response plan which fully describes the response procedures in case 
of theft, loss or release of a select agent or toxin and contains certain basic emergency response 
information (42 CFR 73.14). Each of these plans must be reviewed, evaluated and revised as 
necessary on an annual basis. 

Each individual with access to select agents and toxins "must have the appropriate education, 
training, and/or experience to handle or use such agents or toxins." (42 CRF 73.10(c)). The 
registered entity must “provide information and training on biosafety and security to each 
individual with access approval ... before he/she has such access,” and must also provide 
information and training on biosafety and security to each individual not approved for access 
before he/she works in or visits areas where select agents or toxins are handled or stored. The 
training “must address the particular needs of the individual, the work they will do, and the risks 
posed by the select agents or toxins,” and refresher training must be provided annually. A record 
of such training, including the date of the training, a description of the training, and the means 
used to verify that the individual understood the training, must be maintained. (42 CFR 73.15). 

The entity must obtain prior federal approval before conducting any experiment with a select 
agent or toxin that involves the deliberate formation of rDNA containing genes for toxins having a 
median lethal dose of less than 100 nanograms per kilogram body weight, or the deliberate 
transfer of a drug resistance trait to microorganisms that are not known to acquire the trait 
naturally “if such acquisition could compromise the use of the drug to control disease agents in 
humans, veterinary medicine, or agriculture.” (42 CFR 73.13) 

The entity must immediately notify the CDC and other appropriate Federal, State or local 
authorities upon discovery of the theft or loss of a select agent or toxin. It must Immediately notify 
the CDC upon discovery of a “release of an agent or toxin causing occupational exposure or the 
release of a select agent or toxin outside the primary barriers of the biocontainment area. In each 
case, written notice must also be filed within seven days. (42 CFR 73.19). 
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Finally, when applying {or a certificate of registration, an entity must submit a CDC Form 1. The 
Form must include information on the biosafety level at which the specific registered activity will 
be conducted. The biosafety level “should" be determined by a biosafety risk assessment that 
“should" be based on the requirements at 29 CFR 1910.1450, the BMBL, and the NIH Guidelines. 
The RO must certify that the entity is capable of safely and securely handling the agents or toxins 
specified in the application, and that “information and training on safety and security for working 
with select agents and toxins” has been provided to each individual for whom access approval is 
requested. Certain other biosafety and security-related information must also be provided. The 
issuance of the certificate may be contingent upon inspection of the entity or the submission of 
additional information including a security plan, biosafety plan, incident response plan, or any 
other required documents (42 CRF 73.7(f)). 

The third mechanism, addressing biosafety only, is embodied in several OSHA regulations. In 
1992, OSHA established a legally binding standard for working with bloodborne pathogens (29 
CFR 1910.1030). The standard requires the employers establish and regularly update and 
maintain a detailed written Exposure Control Plan designed to eliminate or minimize employee 
exposure to human blood or other human bodily fluids, tissues or organs that may contain 
infectious materials. It defines “occupational exposure” as "reasonably anticipated skin, eye, 
mucous membrane, or parenteral contact with blood or other potentially infectious materials that 
may result from the performance of an employee's duties.” The standard includes detailed 
requirements for engineering and work practice controls, personal protective equipment, waste 
management and disposal, employee training, and record-keeping. Similarly, OSHA has 
established a legally binding standard for work with hazardous chemicals, including certain toxins 
(29 CFR 1910.1450). Finally, OSHA requires that employers with 10 or more employees must 
record and report work-related fatalities and illnesses. Further, any fatality and any hospitalization 
of three or more individuals which occurs within 30 days of and is due to a work-related incident 
must be orally reported to OSHA within 8 hours (29 CFR 1904). 
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Appendix C - Section 351 A(h) of the Public Health Service Act 

As added by Title II of the Bioterrorism and Public Health Emergency Preparedness and Response Act of 
2002 

(h) Disclosure of Information.- 

"(1) Nondisclosure of certain information.-No Federal agency specified in paragraph (2) shall 
disclose under section 552 of title 5, United States Code, any of the following: 

"(A) Any registration or transfer documentation submitted under subsections (b) and (c) for 
the possession, use, or transfer of a listed agent or toxin; or information derived therefrom to 
the extent that it identifies the listed agent or toxin possessed, used, or by a specific 
registered person or discloses the identity or location of a specific registered person. 

"(B) The national database developed pursuant to subsection (d), or any other compilation of 
the registration or transfer information submitted under subsections (b) and (c) to the extent 
that such compilation discloses site-specific registration or transfer information. 

"(C) Any portion of a record that discloses the site-specific or transfer-specific safeguard and 
security measures used by a registered person to prevent unauthorized access to listed 
agents and toxins. 

■'(D) Any notification of a release of a listed agent or toxin submitted under subsections (b) 
and (c), or any notification of theft or loss submitted under such subsections. 

"(E) Any portion of an evaluation or report of an inspection of a specific registered person 
conducted under subsection (f) that Identifies the listed agent or toxin possessed by a specific 
registered person or that discloses the identity or location of a specific registered person if the 
agency determines that public disclosure of the information would endanger public health or 
safety. 

"(2) Covered agencies.-For purposes of paragraph (1) only, the Federal agencies specified in 
this paragraph are the following: 

"(A) The Department of Health and Human Services, the Department of Justice, the 
Department of Agriculture, and the Department of Transportation. 

"(B) Any Federal agency to which information specified in paragraph (1) is transferred by any 
agency specified in subparagraph (A) of this paragraph. 

"(C) Any Federal agency that is a registered person, or has a sub-agency component that is 
a registered person. 

"(D) Any Federal agency that awards grants or enters into contracts or cooperative 
agreements involving listed agents and toxins to or with a registered person, and to which 
information specified in paragraph (1) is transferred by any such registered person. 

"(3) Other exemptions.-This subsection may not be construed as altering the application of any 
exemptions to public disclosure under section 552 of title 5, United States Code, except as to 
subsection 552(b)(3) of such title, to any of the information specified in paragraph (1). 

"(4) Rule of construction. -Except as specifically provided in paragraph (1), this subsection may 
not be construed as altering the authority of any Federal agency to withhold under section 552 of 
title 5, United States Code, or the obligation of any Federal agency to disclose under section 552 
of title 5, United States Code, any information, including information relating to- 

"(A) listed agents and toxins, or individuals seeking access to such agents and toxins; 

"(B) registered persons, or persons seeking to register their possession, use, or transfer of 
such agents and toxins; 

"(C) general safeguard and security policies and requirements under regulations under 
subsections (b) and (c); or 

"(D) summary or statistical information concerning registrations, registrants, denials or 
revocations of registrations, listed agents and toxins, inspection evaluations and reports, or 
individuals seeking access to such agents and toxins. 

"(5) Disclosures to congress; other disclosures.-This subsection may not be construed as 
providing any authority- 

"(A) to withhold information from the Congress or any committee or subcommittee thereof; or 
"(B) to withhold information from any person under any other Federal law or treaty. 
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Appendix E - Primer on Pathogen Risk Groups 


The NIH Guidelines establish an agent risk group classification scheme that describes four general risk 
groups based on the infectivity and pathogenicity (ability to cause disease) of a biological agent, its 
virulence (severity of disease), the avaiiabllity of preventive measures and effective treatments for the 
disease, and the route of transmission of the natural disease. The four groups address the risk to both 
the iaboratory worker and the community. Risk groups correiate with but do not equate to biosafety levels 
(BSLs). A risk assessment is used to determine the appropriate BSL at which to conduct work with a 
pathogenic agent. The risk assessment is based on the risk group of the agent, its mode of transmission, 
procedural protocols, experience of staff, and other factors. 


Risk Group 1 

Agents that are not associated with disease in healthy adult humans. 

Risk Group 2 

Agents that are associated with human disease which is rarely serious and for which preventive or 
therapeutic inten/entions are often available. Examples: anthrax, salmonella, dengue, measles) 

Risk Group 3 

Agents that are associated with serious or lethal human disease for which preventive or therapeutic 
interventions may be available (high individual risk but low community risk). Examples: plague, tularemia, 
tuberculosis, hantaviruses, HIV 

Risk Group 4 

Agents that are likely to cause serious or lethal human disease for which preventive or therapeutic 
interventions are not usually available (high individual risk and high community risk). 

(High individual and community risk) Examples: ebola, Marburg, 
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Mr. Stupak. Thank you. Mr. Hammond, opening statement, 5 
minutes, sir. 

STATEMENT OF EDWARD HAMMOND, THE SUNSHINE 

PROJECT 

Mr. Hammond. Thank you, Mr. Chairman. It is the Sunshine 
Project and to explain what it is, it is a very small, non-govern- 
mental organization. We are based in Texas in the U.S. and Austin 
and also have an office in Hamburg, Germany and we are dedi- 
cated to biological weapons control. 

I have submitted lengthy written comments and addressing 
many of the issues that the prior panelists have addressed. I am 
not going to go back over them but I have presented some addi- 
tional thoughts about where Congress might go on some these 
issues that have been raised. So to minimize duplication, I really 
just want to highlight a few of the things that I brought up in my 
written comments. 

The first thing that I would like to do is just to give a little bit 
of shape and talk a little bit about some data on the lab expansion 
that my organization has put together with Margaret Race from 
the SETI Institute. If you look at page two and three of my written 
testimony, we have tried to bring together a table that has data on 
the most important new labs that exists or are under construction. 
This table excludes a lot of laboratories that we know of But if you 
look at just those labs that are there, you are talking about a con- 
struction spree that is going on right now that is approximately 4 
million gross square feet. That is 90 acres of laboratory space that 
is either under construction or is going to be under construction 
shortly. In terms of BSL-4 space, the historic amount, in fact, the 
amount up until mid-2004 in the United States was about 14,000 
net square feet. With the projects that are on the books right now, 
we are looking at approximately 165,000 square feet just with what 
is already either under construction or planned. That is a 12-fold 
increase approximately. We do not know the final finished square 
footage of some of the labs that are under construction but that is 
the best estimate that we can make. The four million square feet, 
to put that in terms that I think are more readily understandable, 
that is the size of about 36 big box stores. That is how much lab 
space we are going — if you stretch them end to end, it would a 
chain that is 214 miles long. 

The second issue that I want to bring up which has not been di- 
rectly addressed is that of transparency of the Centers for Disease 
Control. I filed numerous Freedom of Information Act requests 
with the Centers for Disease Control, spoken to many journalists 
and other non-governmental organizations that have done the 
same. It is the apparent policy of the Centers for Disease Control 
to not even attempt to locate records regarding select agents. They 
deny absolutely all requests for anything. So the level of trans- 
parency with respect to the Centers for Disease Control on its over- 
sight of select agents is, well, non-existent. There is none. And I 
think that if I lived near a biological facility I would frankly find 
that to be offensive. 

Moving on, and I think this is an important point because it is 
emerging now, I believe that there is a positive correlation between 
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the transparency of these laboratories and compliance and accident 
reporting. We saw in the case of Texas A&M that the revelation 
of one accident caused them to report several additional reportable 
incidents that occurred at the university. In my own research since 
then, I have found that two other institutions in Texas have re- 
ported select agent accidents, both of which occurred after Texas 
A&M became public. Those institutions did not report anything 
prior. And if the data that is coming out in the press now and the 
Associated Press and in other sources in the last few days is cor- 
rect, there has been a tremendous spike in reports to the Centers 
for Disease Control of accidents involving select agents since April 
2007. And I believe that that spike is, at least in part, attributable 
to — first of all, it is attributable to the expansion of our laboratories 
to begin with. But second of all, it is attributable to the trans- 
parency at Texas A&M. So there is a positive correlation between 
the two. 

Finally, to wrap up, with respect to the expansion of laboratories, 
I believe that our country does not need 400 laboratories and 
15,000 people handling biological weapons agents. Our system can- 
not absorb all the new laboratories that are coming on line. Even 
with explicit training, we still do not need 400 laboratories and 
15,000 people handling biological weapons agents. We do not have 
the people to absorb a 12-fold increase in biosafety level 4 capacity. 
I believe that Congress should act to impose a moratorium. It 
should not authorize construction of any new biodefense facilities 
and it should consider killing some projects that are underway. 
Among those, the National Bio and Agro-Defense Facility, the very 
unpopular lab at Boston University and the Regional Biocontain- 
ment lab at Hawaii, which is late and over budget. Even if we kill 
those projects, we are still going to be increasing our biosafety level 
4 space by approximately seven-fold. And we should do that and 
step back and perform the national needs assessment and then we 
can move forward if we need to move forward with any new labs. 
Thank you. 

[The prepared statement of Mr. Hammond follows:] 
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WRITTEN TESTIMONY OF EDWARD HAMMOND 
Director, The Sunshine Project, Austin TX 


Submitted to the Subcommittee on Oversight and Investigations of the House Committee on 
Energy and Commerce for the Hearing; Germs, Viruses, and Secrets: The Silent Proliferation of 
Bio- Laboratories in the United States, 4 October 2007. 


PROLIFERATION OF LABORATORIES HANDLING BIOLOGICAL WEAPONS AGENTS 

There has been a large and unsafe expansion of US laboratories handling biological weapons 
agents since 2002. This expansion poses significant risks to the public through accidents and 
incidents of domestic source criminalitj' (bioterrorism). Inadequate transparency exacerbates 
ri.sks to the public and threatens international confidence in the objectives and activities of this 
US research, damaging prospects of improving global biosecurity. 

The unprecedented expansion of biological weapons agent research has been conducted without 
a national laboratory needs assessment and appears to far exceed that which is prudent and 
necessary for our national needs. 

The Sunshine Project has tracked the proliferation of high containment laboratories since 2002. 
The media and the public regularly ask me where the federal government publishes this 
information. It does not. There is no comprehensive government source of information available 
on where these labs are and are being built. In fact, the Sunshine Project’s data on lab 
proliferation has been requested by government agencies for their use and frequently appears in 
the news media. 

The following data on many of the most important labs, including all known US biosafety level 
four facilities, has recently been prepared by the Sunshine Project and Margaret Race of the 
SET! Institute: 


Table 1 

. US Operational 6SL*4 Lab Space as of May 2004 

FacHJtv 

BSL-4 sq.ft 

Comments 

Ctr. For Disease Control and 

Prevention (CDC) Atlanta, GA 

3630 

Since 1970‘s; 2 SSL-4 suites; info from Gronvali et ai 2007, 

USAMRilD Ft. Detrick. MD 

8640 

Operational since 1969; No details avail, on additional BSL-3/2 capacity; Info from 
Miller (2005) 

Southwest Foundation for Siomedicaf 
Research (SFBRl San Antonio. TX 

1200 

Operating since 1^9, the only US privately owned BSL-4 (1200sf), with ABSL-4 
space; BSL-3{+) (2100 sf); BSL-2 (lO.OOOsf), Had small gtovePox BSL-4 since the 
1970'8. /Mso site of Southwest National Primate Res. Ctr. on 450 acres with 
~4600 prirrrates. {www.cbwtransparencv.ora/archive/reavircecores.Ddf). 

Georgia Stale U. Atlanla.GA 

700 

Hiiard Lab. BSL-4 glovebox line; Herpes B only (Hedetneimi, J. & E. Gaunt 2005) 

Tbtal OSOd^aMonal BSL-4 


T21 ! 
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Table 2: Planned and Under Construction New BSt-4 and Other Bfodefense tabs, September 2007 

Facilltv 

BSL4 

sq.ft 

BSL~3 

sf 

BSL-2 

sf 

Total GSF 

Cost $M 

Comments 

NBLs’^ 

Boston Univ. 
Medical Ctr. 

13,100 

10,900 




*^Oaia-Qn WBUs from NIH-EfS docunietits 

17,700 

194.000 

178 

Plus 15,400 sf of animal hoiding/supporl space assoc, w/ BSL-3 

and 8SL-4 labs 


■ ■■■ '3 

16368 

82.411 

167 

8SL-4(6.488sf) & ASSL-4(5.874sf): ABSL-3 (89r>4sf) & ABSL-3 
labs (S.380sf) & BSL-3 insectary iB79si)\ BSL-2 (16,368st1 

OTHER : ; V.- 




at Bratech Six (R-chmond Va\, NiH 
TwmbsooK (RocKVi-ie MiTt 

NIH-NIAiD 

IRF at Ft 

uemcK 

-20,000 

(ve.) 

(yes) 

-148.000 

Esfimated 
$1.2Bfor 
National 
interagency 
Biodefense 
Campus at Ft. 
Debick 
(combined 
DOD, USDA, 
NIAiD) 

To be compietad early 2008; Construction budget $105 million. 
Information fro.m Miller (2005)(BSL-4~ 20,000sf) and 
www.detrick.3rmv.mii/nibc,nibc02.cfm. 

DHS-NBAGC 
Ft. Detrick 

-9,000 

-9,500 

(yes) 

160.000 

National Biodefonse Analysis & Countermea.5ures Center 
160,000 gsf of BSL-4, BSL-3 and BSL'2 labs and administrative 
SfMce to completed in June 2009. Estimated construction 
cost $141 million 

USAMRiiD Ft- 

Detrick 

(oroDosed) 

27,531 

647.459 BSL-2/3 
(675,000 sf total 
BSL-4/3/2 space) 

700,000 + 
400.000 

To be built in 2 phases (for 900+400 workers). BSL-4 upgrades 
= $6M. info from Fed.Reg. B Feb 06, v 71(26), p 6456-.57); and 
www.detrick.armv-mii/nifac.nibc02.cfm 

USDA, Ft. 

Detrick 

(FDWSRU) 

0 

-7500 

-2500 

? 

Fweign Disease-Weed Science Research Unit. Currently has 
TSOOsf of BSL-3+ (Enhanced greenhouses w/ shower-out) plus 
25(X)sf of other tabs. Plan to update BSL-3 plant pathc>gen labs 
(www.detrick.armv.mi!/nibc.nibc02,cfm) 

CDC Atlanta 
(New EID 
facility) 

-10,000 

(yes) 

(yes) 


214 

4 8SL-4 suites (no details avail on other part-s of the lab); info 
from f 9.21 

DHS-USDA 

NBAF 

Location TBD 

-50,000 

(yes) 

(yes) 

500.000 

$451 

$23M for design (with BSL-3, BSL-3Ag, BSL-4) (Fed.Reg. 
19Jan06, v 71(12), p3107-09) Estimated cost $451Mil., >400 
plus new jobs: to bo located on over 30 acres) Per DHS NEPA 
EIS Scooping Meeting (8/07). facility will be approximately 10% 
BSL-4 (oers. comm. Alan Pearson) 

NIH- R.ML IRF 
Hamilton MT 

6760 

2,950 

14,650 

105.132 

67 

info from NiH-RML IRF EIS (2004); Completion set for 2007 

U Texas 
Medical 

Branch 

Shape Lab, 

2100 

7600 

(ves) 

-10.000 

-S25 

Became operational in June 2004. BSL-4 (1200 sf on one floor 
in a stand alone 3-stofy bldg with 10,000 total sf.), 8 8SL-3 labs 
(5200 sf) & A0SL-3 (24008^: Adjacent Keiiler Bldg contains 
102.000 GSF with 38 8SL-2 and 9 BSL-3 labs, (info from UTMB 
EIS (2005) and 

www.cbw' , 

• rbUAO 

iill 

iilii 





Tulano U. 

0 

18,730 


39.800 

19 

21,012 sf comprised of ABSL-3(6679sf), BSL-3 (2379sf) plus 
BSL-3 wash(7673), (^us adm area (4'l92sf); Bldg footprint 

23,322 sf; Mechanical area f16.480sf) 

Duke U 
(GHRB) 

0 

17,000 

24.000 

16 

Combined BSL-2 and BSL-3 (no breakdown of so ft avail) 

U Louisville 

0 

(yes) I (yes) 

37.000 

34.6 


U, Chicago 
(HTRL) at 

DOE Argonne 
Nat. Lab. 

0 

27,541 

54.100 

32 

Max. footprint 44,000sf. Includes: 651.-2 and BSL-3 molec lab 
(8900 sf), plus BSL-2 and BSL-3 animal research labs (13,300 
sf) (with vivarium w/ holding capacity for 30,000 mice or 
experimental animals) note: BSL-2 and -3 combined (no detail 
avaitabie) 

Colorado 

State U. RBL, 
at Ft. Collins 

0 

23,710 

39.250 

22 

5 BSL-3 suites + ABSL-3 area with aerosol capacity; plus BSl-2 
labs (no breakdown of sq ft avail) (Already at Colorado: 3 BSL.-3 
suites (12687 GSF) 

U Pittsburgh 
RBL 

0 

18,000 

-32,000 

18+ 

4 ABSL-3 suites, 3 BSL3 suites. 2 BSL-2 labs (note: BSL-2 and 
3SL-3 combined; no detaii provided). On one floor in a 10 story, 
326,000 GSF bidg. 

U Alabama 
(SEBLAB) 
Birminaham 

0 

18,000 

41.060 

21 

3SL-2 and BSL-3 plus ABSL-3 housing and procedure space 

U MisSsouii, 

0 

9,796 

35,000 

6.8+ 

3SL 2/3 combined; no breakdown of sq ft avail. 
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Co!, Vet Med. 
Columbia 






R8L Newark 
Center 

0 

13,480 

4,250 


21 + 

at Coiieqe of Medicine.Oentistry, NJ 

U Tennessee 
HSC Memphis 

0 

6,381 

1.297 



Federal tK>rtion: $17.7 m. 

Ttifis U 
(Grafton, MA) 


8,480 

649 

37,950 


Federal ix^rtion: $19.35m 

U Hawaii - 
Manoa 

0 

fves) 

(yes) 

38.403 

37.5 

$25 million is federal portion of cost Wildly varying size and cost 
numbers published. Numbers from UH website at left, NIH I 

.CRISP database savs 70,000 ft2 building. 

KiilM 



m 


i" 

$25 million is f^eral portion of cost. 

Selected faciiittes. More are planned or have been 
constructed, e.g.atOugway Prcvmg Ground, CT .vsd Cv .. t 
Euqewood MO 

DHS-USDA 
Pium Island 
(PIADC) 
(GKistinq) 




-30 

BSL-3, BSLSAg, + 32 animal isolation rms @10x15 ft each 
{Carroll, 2004): upgrade/expand Animal wing (+8000 sf) plus 

2500 sf BSL-3 lab and other upgrades (DHS/LfSDA soiicriation 
LGL0600012. Improvements at PIADC, 23 June 06) 

CDC Vector- 
Borne Infec- 
Disease Lab 

Ft. Collins, CO 


(yes) 

(yes) 


S104.5+ 

Replaces 31 .000 sf building (fate of old iab unreported). {Ft 
Coliins Coloradoan, 17 June 2005) (HHS Budget in Brief, Fiscal 
Year 2006) 



1500 




Three BSL-3 iab rooms in a one story permanent prefabricated 

facility with mechanical room, ciothes-change and shower 

rooms, and small storage space (DOE Environmental 

Assessment 2002) 



BOO 



? 

Lab has not commenced operations pending otstcome of 

litigation filed by watchdog organizations. (DOE Environmental 

Assessment 2002) 

USDAARS Hi 

Containment. 
Large Animal 
Fac.tAmes !A) 







USOA ARS/ 
APHIS Nat! 

Ctr for Animal 
Health Phaso 
li (Ames. lA) 

■ 

■ 

m 

545,803 

>200 M 

Groundbreaking Sept. 2005 .Anticipated Opening: October 2007, 
Funded in multiple years and multiple line items. No figure on 
total cost or total 8SL-3 square footage is available, although 
likely quite large. (USDA National Animal Disease Center: 
Modernization, see URL above) 

USDA APHIS 
Nat’l Wildlife 
Research 
Center (Fort 
Collins, CO 


750 sf of BSL-3 in 
animal wing, plus 
15-20.000 sf of labs 
in new building, 
inciudina BSL-3 

33,500 

■> 

750 sf of BSL-3 added to new 8,500 sf Animal Support Wing in 
2004. A new 25,000sf research building, to be completed in 
2008/09, includes 15-20,000 new sf of lab space, including BSL- 
3, (USDA APHIS Wildlife Services, “Expanding Research 
Capabilities Throuqh New Construction", 2006) 

Kansas State 

University 

Biosecurity 

Bon Institute; 

‘ ittan KS 


-31.000 sf 

113.000 

$54 

Research & Training related to food safety and security—with 
biocontainment far food crop and animal infectious disease 
research and a biosecurity education & training suite. Includes 
10.000 sf admin area. httDiVwww.mRciiarelations.k- 
slate. edsi.'WEB/Nf'ws/Wnbzirie/Rfifptvandsocuritv/BRl.htm!. Oct. 





■EM: 





ifu-A. 


The incomplete list of new labs reflected in this data together constitute nearly 4 million gross 
square feet of new facilities, about 90 acres of space. In perhaps a more recognizable measure, 
this is the equivalent of 36 typical “big box” stores for the study of biological weapons and other 
dangerous agents. Placed end to end w'ith no space between, the row of stores would stretch 2 Vi 
miles.' These figures do not include many dozens of new and converted BSL-3 facilities at other 
public and private research institutions. 


^ A Wal Mart store, for instance, averages 107,000squarefeet(asof August 2007), the equivalent of a s’quare 327 
feet per ,side. (End to end: 327’ x 36 stores = 1 1,772 feet, or 2.23 miles,) 
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For BSL-4 laboratories in particular, the historical square footage in the United States has been 
slightly over 14,000 net square feet. The total US finished square footage of US BSL-4 labs will 
grow to over 165,000 net square feet (3.79 acres) when presently planned and under construction 
facilities are completed. This is a twelve-fold increase. 

Because no one knows how many BSL-3 labs there are in the US and where they are all located, 
as well as gaps in public information on new federally-funded facilities to study biological 
weapons agents, it is not possible to calculate the corresponding increase in BSL-3 capacity, 
however, it is plainly very large. The National Institutes of Flealth has funded 13 new Regional 
Biocontainment Laboratories, plus its own new facilities and others constructed by government 
agencies including the Departments of Defense, Energy, and Agriculture. In addition, many 
universities and other institutes have constructed BSL-3 and even BSL-4 labs with their own 
funds, seeking to use the existence of the facility as leverage for federal research funding. 

It is important to note that while BSL-4 labs are most frequently in the public eye because they 
are purpose-built to handle the most dangerous biological agents, BSL-3 laboratories handle 
diseases that are also extremely dangerous to both researchers and the public and which even 
pose potentially catastrophic risks if released hy accident or malfeasance. These include diseases 
capable of transmission through the general population such as pandemic strains of influenza 
such as 1918 “Spanish” Flu, SARS coronavirus, and plague ( Yersinia pestis) as well as animal 
and/or human threats such as Foot and Mouth Disease and H5NI “Bird Flu” strains. 

NEED FOR A TRANSPARENT AND ACCOUNTABLE BIODEFENSE PROGRAM 

As evidenced by the offensive biological weapons activities of the Soviet Union in its waning 
years as well as those of Iraq prior to the First Gulf War, the United States needs a biological 
defense program. In addition, the rate of discovery in biotechnology fields including genetic 
engineering and synthetic biology and the proliferation of associated knowledge merit 
assessment of by a biodefense program, strictly and always in ways permitted by the Biological 
and Toxin Weapons Convention. For those reasons and following the events of 2001, an 
expansion of the US biodefense program was merited and this expansion would logically include 
new and/or upgraded laboratory facilities commensurate with an increased effort. 

In the past 6 years, however, lab expansion under the Bush administration has gone far beyond 
what is prudent and necessary, and without an adequate regulatory framework. According to the 
most recent statements by the Centers for Disease Control, there are now approximately 400 
facilities and 15,000 people in the United States handling biological weapons agents. Many of 
these facilities are new and are staffed by scientists and others with little to no prior experience 
with biological weapons agents and the safety and security measures they require. In addition 
they are frequently on college campuses and other locations where rule-based systems of strict 
accountability are absent and, in fact, alien to institutional culture. It is plain to see that our own 
scores of laboratories that study biological weapons agents represent the easiest avenue by which 
a would-be bioterrorist could obtain the materials and knowledge necessary to commit crime in 
the United States. 

Thus, a reduction in the number of facilities and persons handling biological weapons agents is a 
highly desirable step for both safety and security. This could include cancellation or conversion 
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of some planned and under construction facilities and rerouting of some appropriations toward 
basic research and public health, to help address the health problems that Americans most 
frequently face, which are not at all typically caused by biological weapons agents. 

Research with biological weapons agents must be transparent and publicly accountable. A 
culture of transparency does not presently exist. Laboratories would be more likely to conduct 
research in a prudent and safe manner with the public able to look over their shoulder. Access to 
records such as research protocols, safety minutes, and accident reports will help ensure that 
studies are conducted with public safety and security in mind and, most importantly, reassure 
other countries of the peaceful intent and activities of the US biodefense program. 

While laboratories frequently raise security concerns in relation to release of records, having 
filed more than 1,000 requests for such information it is the Sunshine Project’s experience that is 
possible to easily satisfy these concerns by redaction of information pertaining to the immediate 
physical security of biological weapons agents, such as room numbers and details of security 
systems. Redaction of this small amount of information, which is not even present at all in many 
records, affords the public access to information without compromising physical security. 
Regrettably, many public institutions continue to redact far more than what is necessary while at 
many private labs there is no access to records under any open records law. 

In addition to making us safer from accidents and deliberate acts emanating from our own labs, 
transparency signals to the world the peaceful intent of US research and lessens the likelihood 
that other countries will pursue secretive research with biological weapons agents. Transparency 
will thus reduce the chance of an international “biodefense race” and improve prospects for the 
Biological and Toxin Weapons Convention to be strengthened. 

Since 2001 , the Sunshine Project has studied the proliferation of labs handling biological 
weapons agents. Under the following and subsequent headings, the Project’s most important 
findings are presented. 

INABILITY TO TRACK FEDERALLY FUNDED BIOLOGICAL WEAPONS AGENT 
RESEARCH AND VERIFY PROPER LOCAL OVERSIGHT 

Our research indicates that in the vast majority of cases, it is not possible to verify that federally 
funded research is properly overseen at the local level, nor are the local committees that are 
charged with overseeing this research actually required to produce meeting minutes or annual 
reports that demonstrate that they have fulfilled this charge. 

In 2006, the Sunshine Project surveyed all institutions with Institutional Biosafety Committees 
(IBCs) registered with the National Institutes of Health. IBCs are local committees operating 
under the NIH Guidelines for Research Involving Recombinant DNA Molecules. By grant 
contract, IBCs are mandatory for institutions receiving NIH funding involving recombinant DNA 
(genetic engineering) and for certain other labs by departmental rule or regulation. It is also 
federal policy that IBCs review not only genetic engineering projects; but also those involving 
biological weapons agents. 
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Here it should be initially noted that there is a misconnection between the historical purpose and 
non-legally binding nature of IBC system, set up for rDNA funding from NIH, and the task of 
local oversight of research involving biological weapons agents, which might or might not occur 
at an institution funded by NIH and might or might not involve genetic engineering. (This issue 
is discussed further later in this testimony.) 

The survey asked for the last three years of meeting minutes from each IBC. The meeting 
minutes must be made available to the public under the Guidelines.^ From the responses, a 
subsample of 1 00 institutions was identified that have BSL-3 or higher containment. The minutes 
of these institutions were assessed to identify review of research projects requiring BSL-3 
containment.^ This information was then correlated against public data on government research 
grants, specifically, NTH CRISP, USDA CRIS, and the Rand Corporation Radius databases, 
where grants to the institution that appeared to require BSL-3 or higher containment were 
identified. 


Table 3: Low Level of Correlation Between Grant Databases and IBC Review'* 


Category 

% of Institutions (n= 100) 

Category 1. IBC minutes reflect review of all identifiable federal grants 
requiring BSL-3 (correlation = 1 .0 between database and IBC information) 

2% 

Category 2; IBC minutes reflect review ofmost such grams (correlation .5 
to .99) 

11% 

Category 3: IBC minutes reflect review of less than half such grants 
(correlation = .01- .49) 

28% 

Category 4: Institutions that have received federal grants for research 
requiring BSL-3; but whose IBC minutes do not reflect review of any of 
those grants, (correlation = 0) 

27% 

Category 5; Institutions that have BSL-3 containment; but no federal grants 
in CRISP, CRIS, or Radius that appear to require BSL-3 containment 

32% 


The result is that local IBC oversight could only be verified for all relevant federal grants in 2 out 
of 1 00 cases (2%). This means it was impossible to fully correlate federal grants and IBC 
reviews in 98% of the identified BSL-3 labs. In 1 1 cases (1 1%), IBCs reviewed most federal 
grants requiring BSL-3 containment. The majority of respondents (55) had matches of less than 
half their research (28 IBCs) or none at all (27 IBCs). 

In this analysis, there were repeated instances of biological weapons agent research found in 
minutes that could not be correlated with a federal grant. Such research involved a range of 
organisms including anthrax, monkeypox, highly pathogenic avian influenza, plague, brucella, 
melioidosis, eastern equine encephalitis, and others. Due to a lack of grant information and/or 
inadequate minutes, in some other labs it was impossible to discern what research, if any, is 
taking place. This may be attributable to underreporting by the federal government of grants 


^ “Section IV-B-2-a-(7). Upon request, the institution shall make available to the public ail Institutional Biosafety 
Committee meeting minutes and any documents submitted to or received from funding agencies which the latter are 
required to make available to the public.” 

^ Here institutions with BSL-3 containment that appears to be used solely with HIV (AIDS virus) were excluded. 

^ Development and presentation of data in this and other tables has been in collaboration with Margaret Race of the 
SETI Institute. 
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(e.g., there is a paucity of information on DOD and DHS grants) or it could be that institutions 
are initiating biological weapons agent work with alternative, non-federal sources of funding. 

Nearly one third (32%) of the institutions identified had no federal grants in CRISP, CRIS, or 
Radius that appear to require BSL-3 containment What is happening in these facilities, if 
anything, cannot be determined from the on the basis of available information on federal grants. 

The minutes were also assessed to determine if institutions are following federal advice to use 
their IBCs to review both biohazard and recombinant DNA research. In addition, adherence to 
NIH advice about disclosure in IBC minutes was assessed, with a result indicating that 
institutions with BSL-3 containment frequently do not follow the advice of the NIH Office on 
Biotechnology Activities: 


Table 4. Content of the Minutes - (Non)Adoption of NIH Advice 


Question 

Result: 

Does the IBC review both biohazard research 
and rDNA, as preferred by NIH? 

60% Yes 

33% review 
rDNA only 

7% provided 

insufficient 

information 

Do the minutes routinely identify organisms 
(pathogens), as instructed bv NIH? 

27% Yes 

73% No 


Do they routinely describe the host/vector 
systems used, as instructed by NIH? 

12% Yes 

88% No 

* 


ACCIDENTS AND OTHER INCIDENTS PROMPTED BY EXPANSION OF BIOLOGICAL 
WEAPONS AGENT RESEARCH UNDER THE BUSH ADMINISTRATION 

Accidents and other safety and security problems have resulted from expansion of research 
involving biological weapons agents. These include laboratory-acquired infections with 
biological weapons agents, unauthorized persons handling biological weapons agents, failure to 
account for stocks of biological weapons agents, and other problems. 

It should be initially noted that the public’s right to know about lab accidents is largely ignored, 
and information on them is very difficult to acquire. The Centers for Disease Control refuses all 
FOIA requests for such information (see “Inadequate Transparency”) and the NIH Office of 
Biotechnology Activities has not produced its data (see “Failure of NIH Oversight”), although 
there is good reason to question its reliability, if NIH data exists (see “Failure of Institutional 
Biosafety Committees”). In general, it is only possible for the public to acquire information 
about laboratory mishaps in the limited number of cases where labs are a) subject to open records 
rules sufficiently powerful to enable access to accident documentation, and b) have policies to 
record incidents. There is mounting evidence that, at many facilities, there have been de facto 
policies not to record accidents, including accidents with biological weapons agents (see 
“Emerging Questions about Laboratory Safety and Security Programs”). 

Texas AtfeM University (TAMU) is a Department of Homeland Security National Center of 
Excellence in study of biological weapons agents, and is the lead institution in the DHS National 
Center for Foreign Animal and Zoonotic Disease Defense. Through the Texas Public 
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Information Act, and significant pressure on TAMU officials, it was established that in 2006 and 
2007 the University committed numerous violations of the Bioterrorism Act of 2002 
(implemented by the Select Agent Rule). The most serious of these included an unreported lab- 
acquired infection with Brucella sp. and multiple unreported exposures to Q fever {Coxiella 
burnetii). CDC investigations prompted by Sunshine Project news releases documented 
additional serious violations that include more unreported lab exposures and irregularities in 
accounting for biological weapons agents and, importantly, that TAMU repeatedly permitted 
access to and handling of biological weapons agents by persons lacking federal permission to do 
so. In fact, the brucellosis victim was one such person. 

In addition to the incidents at Texas A&M, analysis of biosafety committee minutes show other 
accidents involving select agents and/or BSL-3 labs; 

- At the University of Wisconsin at Madison in 2005 and 2006, researchers handled genetic 
copies of the entire Ebola virus (called “full length cDNAs”) at BSL-3, despite the fact that the 
NIH Guidelines require handling at BSL-4 because the genetic constructs had not been rendered 
irreversibly incapable of producing live virus. The University of Wisconsin at Madison 
Institutional Biosafety Committee reviewed and approved this research despite federal 
Guidelines to the contrary. The problem was not detected by NIH, In fact, NIH funded the 
research. 

- There is evidence that a situation similar to Wisconsin’s exists or existed at Tulane University 
in New Orleans, Louisiana, which also does not have appropriate labs for such research. Tulane 
officials refused a half dozen requests to clarify the research, again with Ebola cDNAs as well as 
constructs for Lassa fever virus, another BSL-4 hemorrhagic fever agent; 

- At the University of Texas at Austin in April 2006, human error and equipment (centrifuge) 
malfunction combined in an incident in a BSL-3 lab handling potentially very dangerous 
genetically-engineered crosses between H5N1 “bird flu” and typical (H3N2) human influenza. 
The researcher was placed on drugs, the lab shut down and decontaminated. The University did 
not report the incident to the federal government and has since produced conflicting accounts of 
what exactly happened; 

- In mid-2003, a University of New Mexico (UNM) researcher was jabbed with an anthrax- 
laden needle. The following year, another UNM researcher experienced a needle stick with an 
unidentified (redacted) pathogenic agent that had been genetically engineered; 

- At the Medical University of Ohio, in late 2004 a researcher was infected with Valley Fever 
(Coccidioides immitis), a BSL-3 biological weapons agent. The following summer (2005), a 
serious lab accident occurred that resulted in exposure of one or more workers to an aerosol of 
the same agent; 

- In mid-2005, a lab worker at the University of Chicago punctured his or her skin with an 
infected instrument bearing a BSL-3 biological weapons agent. It was likely a needle 
contaminated with either anthrax or plague bacteria; 
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- In October and November of 2005, the University of California at Berkeley received dozens of 
samples of what it thought was a relatively harmless organism. In fact, the samples contained 
Rocky Mountain Spotted Fever bacteria, classified as a BSL-3 bioweapons agent because of its 
potential for transmission by aerosol. As a result, the samples were handled without adequate 
safety precautions until the mistake was discovered. Unlike nearby Oakland Children's Hospital, 
which previously experienced a widely reported anthrax bacteria mixup, UC Berkeley never told 
the community; 

In addition to lab-acquired infections and exposures, other types of dangerous problems have 
occurred, such as unauthorized research, equipment malfunction, and disregard for safety 
protocols; 

- In February 2005 at the University of Iowa, researchers performed genetic engineering 
experiments with tularemia bacteria without permission. They included mixing genes Irom 
tularemia species and introducing antibiotic resistance; 

- In September 2004 at the University of Illinois at Chicago, lab workers at a BSL-3 facility 
propped open doors of the lab and its anteroom, a major violation of safety procedures. An alarm 
that should have sounded did not; 

- In March 2005 at the University of North Carolina at Chapel Hill, lab workers were exposed to 
tuberculosis when the BSL-3 lab's exhaust fan failed. Due to deficiencies in the lab, a blower 
continued to operate, pushing disease-laden air out of a safety cabinet and into the room. An 
alarm, which would have warned of the problem, had been turned off. The lab had been 
inspected and approved by the US Army one month earlier; 

- In December 2005 at the Albert Einstein College of Medicine at Yeshiva University in New 
York City, three lab workers were exposed (seroconverted) to the tuberculosis bacterium 
following experiments in a BSL-3 lab. The experiments involved a Madison Aerosol Chamber, 
the same device used in the February 2006 experiments that resulted in the Texas A&M brucella 
case; 

- In mid-2004, a steam valve from the biological waste treatment tanks failed at Building 41 A on 
the NIH Campus in Bethesda, Maryland, The building houses BSL-3 and BSL-4 labs. Major 
damage was caused, and the building was closed for repairs; 

- In April 2007, a centrifuge problem exposed several lab workers at the University of Texas 
Health Science Center in Houston to anthrax; 

- Also in April 2007, three lab workers entered a laboratory studying tularemia at the University 
of Texas at San Antonio to repair faulty air filters. The workers did not wear respiratory 
protection and handled the filter equipment without gloves. 

It is very important to note that these and other examples of lab accidents are drawn Irom 
biosafety committee meeting minutes of institutions that actually record such incidents in records 
that are (at least nominally) available to the public. Often, this is not the case, such as that of 
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Texas A&M, which only released accident information under extreme pressure. Thus, the sample 
of institutions named above is (mostly) skewed toward those that have been more open about 
their accidents than others. 

FAILURE OF VOLUNTARY COMPLIANCE UNDER NIH GUIDELINES: 

GAPS IN OVERSIGHT OF GOVERNMENT AND CORPORATE LABS 

There are major gaps in the oversight system for government and corporate labs. Generally, 
Institutional Biosafety Committees (IBCs) are only required at institutions currently receiving 
NIH funding for rDNA research, meaning that the vast majority of the private sector is left out. 

In addition, although some federal agencies mandate IBCs at their own labs or research they 
fund, these regulations and rules are not enforced. 

Sunshine Project requests for IBC minutes and Freedom of Information Act requests to NIH 
have recently revealed the extremely low level of voluntary compliance by private industry. This 
is the case with both smaller biotechnology concerns and large pharmaceutical and biomedical 
companies. 

Only 5 of the top 20 independent (as of 2004) biotechnology companies have IBCs registered 
with NIH, and of those 5, only two disclose their biosafety minutes to the public as required by 
the NIH Guidelines. Both of these companies are based in Cambridge, Massachusetts, where 
compliance with the NIH Guidelines is required by local ordinance, further suggesting that 
voluntary mechanisms are insufficient to bring about compliance: 


Table 5: IBC Compliance Record of Leading US Biotechnology Companies 


Top 20 US Biotech 
Companies (’04) 

2004 Revenue 
(USS millions)* 

Employees* 

Does company have 
an NlH-registered 
IBC? ** 

Actually complies? (i.e. has 
responded to requests 
under the NIH 
Guidelines)*** 

Amgen 

10550 

14,400 

NO 

no**** 

Genentech 

4621 

7,646 

YES 

NO 

Biogen IDEC 

2212 

4,266 

NO 

no 

Genzyme 

2201 

7,000 

YES 

YES 

Chiron***** 

1723 

5,400 

YES 

NO 

Gilead Biosciences 

1325 

1,654 

NO 

no 

Medimmune****** 

1141 

1,823 

NO 

no 

CephaioR 

1015 

2,173 

NO 

no 

Miliennium Pharma 

448 

1,477 

YES 

YES 

Genencor 

470 

1,271 

YES 

NO 

ImCione Systems 

389 

866 

NO 

no 

Celgene 

378 

766 

NO 

no 

MGl Pharma 

196 

282 

NO 

no 

Nabi Biopharma 

180 

727 

NO 

no 

Regeneron Pharma 

174 

730 

NO 

no 
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Enzon Pharma 
Ligand Pharma 
Acambis (US/UK) 
InterMune 
Vertex 

Overall Findings 


170 

169 

157 

151 

103 


n/a 

359 

270 

326 

736 

Only 16% (8.500 
out of 52,000+) 
ofbiotech 

employees work at a 
compliant company 


NO 

NO 

NO 

NO 

NO 

Only 25% (5/20) of 
top biotech 
companies have 
registered IBCs. 


no 

no 

no 

no 

no 

In reality, only 2 (of 5) 
companies with NIH- 
registcred IBCs actually 
comply, for an overall 
compliance rate of 10% 


*Source: Wikipedia/MedAdNews. 

** Source: List of NIH Registered IBCs provided by NIH (FOIA Case 32063, reply of 27 February 2006). 
*** Source: Replies to survey letters sent by the Sunshine Project in 2006, 

**** In order to be compliant, a committee must be registered. 

***** Recently acquired by Novartis. 

****** Recently acquired by AstraZeneca 


Voluntary compliance by large enterprises is no better. Companies including Merck, Bristol- 
Myers Squibb, DuPont, Pfizer, BASF, Schering-Plough, and Roche (at all but one site) all at one 
time had registered IBCs; but no longer participate in the federal oversight system. 


Although Institutional Biosafety Committees are supposed to be the local bulwark against 
misapplication of biological research, voluntary compliance of the private sector with the NIH 
Guidelines is virtually nonexistent. 


There are also local oversight problems at government labs. The Department of Homeland 
Security’s Plum Island Animal Disease Center in New York replied to requests for its IBC 
meeting records in both 2004 and 2006 by stating that it had no records to provide. Two other 
agencies require compliance with the NIH Guidelines: USDA by regulation, and DOE by rule.’ 


The existence of the DOE rule does not mean that its facilities actually follow it and, in fact, 
some labs don’t. Until the Sunshine Project drew attention to the issue, neither Argonne National 
Laboratory near Chicago, home of a NIAID-ftmded Regional Biocontainment Laboratory nor 
Pacific Northwest National Laboratory (Richland, WA), had registered IBCs. The National 
Renewable Energy Laboratory (NREL, located in Golden, CO) has an NIH-registered IBC. But in 
response to a request for its minutes, NREL stated that the NIH Guidelines “are not applicable 
to NREL”. Operated by Battelle Memorial Institute and Midwest Research Institute, the federal 
lab asserted that it “voluntarily follows the Guidelines as an industry best-practice”, ’ yet it did 
not follow the provision requiring release of committee minutes. 


Lawrence Livermore National Laboratory in Livermore, CA recently delayed nearly 17 months 


’ USDA’s regulation is 7 CFR 3015.205(b)3, applying to USDA-sponsored research. DOE Rule N 450.7, applying 
to DOE labs. 

^ Letter from NREL to the Sunshine Project, 1 9 Februaiy 2004. 
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before replying to a request for its IBC minutes, and then provided heavily and inconsistently 
redacted material that suggests significant problems handling biological weapons agents and with 
its laboratory equipment. The redactions are so heavy, however, that a more specific description 
of the problems cannot be discerned. 

As of early 2004, Idaho National Laboratory’s IBC had only met once in its history (in 2002), 
when it discussed what an IBC is and did not review research. The lab did not honor 2006 
requests for its minutes, despite NIH Guidelines and FOIA requirements to do so. 

The US Department of Agriculture has several labs with IBCs registered with NIH, as required 
by USDA regulation. All of these sites have been asked for their records twice by the Sunshine 
Project. Only one of them (Beltsville Agricultural Research Center), produced IBC meeting 
minutes in response to these requests. 

USDA also makes biodefense grants; but does not enforce its own biosafety regulations in doing 
so. Formerly, all recipients of USDA biotechnology research grants were required to sign and 
submit a Research Assurance Statement certifying that they would comply with the NIH 
Guidelines and, thus, form and operate a local IBC to review research. 

In February 2001, however, USDA’s Agricultural Research Service (ARS) stopped asking 
grantees to make this certification. The Sunshine Project filed a FOIA request for ARS’ policy 
memoranda related to this decision. Under FOIA, ARS replied that it has no responsive records. 
While other USDA grantmaking agencies continue to use a research assurance statement, in reply 
to a FOIA request, USDA estimated that it has statements certifying compliance on file for only 
50% of relevant grants. 

FAILURE OF BIOSAFETY VOLUNTARY COMPLIANCE: 

FAILURE OF INSTITUTIONAL BIOSAFETY COMMITTEES 

In addition to the oversight gaps among private sector and government labs, there is widespread 
failure by institutions with registered IBCs to acmally operate committees that meet and attend to 
their duties. The Sunshine Project has been publicly documenting these failures since 2003,’ 
shortly after the NRC’s Fink Committee published its report Biotechnology Research in an Age 
of Terrorism, which recommended that IBCs form the front line for the safety and security of 
research with biological weapons agents. 

The Sunshine Project’s report Mandate for Failure: The State of Institutional Biosafety 
Committees in an Age of Biological Weapons Research (2004) and a 2006 survey (in press) 
document serious transparency failures among IBCs, but equally alarming, we have consistently 
found IBCs that do not meet and do not review research. Some examples include: 


^ See: Mandate for Failure: The State of Institutional Biosafety Committees in an Age of Biological Weapons 
Research (2004), URL: http;//www.sunsh^^e-project.o^g^^odefense/ibc^eport.htmI and the Biosafety Bites series of 
.short reports (2004-2007), URL: http:/Avww.sunshine-prpject.org/ibc/bb2006.htm! 
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• The IBC of the University of Georgia is responsible for reviewing research at the USDA 
Southeast Poultry Research Laboratory (SEPRL) in Athens, GA, SEPRL is where the first 
experiments to bring back to life the major genes of 1 9 1 8 influenza occurred. In 2003, the 
Sunshine Project asked the University for the minutes of its IBC review of these experiments. It 
transpired that no minutes existed because no IBC review was performed of the research, which 
involved creation of an extraordinarily dangerous and novel influenza strains. In fact, the 
University of Georgia does not appear to have ever held an IBC meeting until 23 March 2006, a 
few days after the Sunshine Project again asked for its minutes. The meeting was organizational, 
with members introducing themselves to one another and discussing what an IBC’s 
responsibilities are. 

• The Rockefeller University in New York City is a major biomedical research institute. Asked 
for minutes of its IBC in 2004, the University refused to provide any records yet peremptorily 
demanded that the Sunshine Project state that it has "fully complied” with the request for 
minutes. Eventually, Rockefeller was forced to reveal that its IBC had met once in 2003, to 
review a single project (and nothing else). The most recent meeting before that was in 1998. In 
2006, Rockefeller refused to reply to renewed requests for its IBC minutes. 

• Battelle Memorial Institute, headquartered in Columbus, Ohio, is a gigantic science contractor 
with an emphasis on defense research, including classified programs. Battelle is overwhelmingly 
funded by the US government, which provides it with US $1 .3 billion per year in grants, plus 
hundreds of millions in payments for services. For a period covering four and a half years, from 
January 2000 through mid-2004, Battelle could not produce a single page of minutes of IBC 
meetings. In the same time period, Battelle only once reported to the NIH Office of 
Biotechnology Activities. The late 200 1 report was made shortly after the New York Times ran a 
story saying that Battelle would be the site of a project to genetically engineer a vaccine-resistant 
strain of anthrax. Battelle has “registered” and “deregistered” its IBC with NIH as a matter of 
convenience. Since 2004, Battelle has produced minutes indicating that its IBC has met six 
times, however, its discussions have primarily concerned organizational matters. It has reviewed 
a handful of protocols, the substance of which it refuses to make public. 

• The Southwest Foundation for Biomedical Research (SFBR) in San Antonio, Texas, operates 
the county’s only private BSL-4 laboratory and it refuses to produce documentation of its IBC 
actually reviewing projects. In 2004, the Sunshine Project requested minutes of all SFBR IBC 
meetings since the end of 1 999. In July 2004, SFBR replied with what it says is the entirety of its 
IBC minutes, which consisted of a short list of project titles that fit on a single page of paper. 
SFBR could not name any date on which its IBC had met. The entirety of its correspondence 
with the NIH Office of Biotechnology Activities (OBA) in this 4 1/2 year period was one letter 
consisting of two sentences (and no substance). In 2006, SFBR replied to another request for its 
IBC records with another page of paper, containing the titles of four projects and the names of 
eight persons on its IBC. This allegedly reflected all IBC activity from 8 July 2004 through 13 
April 2006. As with its 2004 reply, there is no significant reflection of any actual IBC 
meeting(s), protocol review, laboratory safety review, discussion of safety incidents and 
response, consideration of dual-use aspects of research, or any other biosafety business. 

• Asked for its IBC minutes in 2004, Emory University in Atlanta, Georgia could not produce 
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minutes reflecting committee review of a single research project. Despite its huge research 
portfolio, at none of its meetings from 2001 to 2004 did the Emory IBC review biosafety of any 
project. Instead, Emory's IBC hears general presentations from staff about biological, chemical, 
and radiological safety. The minutes of Emory's meetings indicate that, after hearing the 
presentations, members of the IBC have only rarely had any questions or comments to make. 

• Utah State University states that its IBC approved at least 48 research protocols before the 
committee was ever organized, Utah State could not produce any minutes of meetings of its IBC, 
except those of an emergency meeting - its first ever - called after the Sunshine Project requested 
its IBC minutes. At its first meeting, Utah State's IBC leaders provided the committee members 
with a list of the projects that the committee had approved over the previous six and half years - 
before it actually existed, Utah State University has a virology institute that actively advertises 
its large collection of biological weapons agents and its knowledge of how to manipulate them. 

• The Venter Institute, formerly known as The Institute for Genomic Research in Rockville, MD, 
has historically not had a functional IBC to review its research. (This is discussed in more detail 
in “Failure of NIH Oversight”.). Despite that fact, a Venter-led consortium studying synthetic 
biology risks recently suggested that IBCs could take the lead in review of synthetic biology 
experiments. 

• Mt. Sinai Medical Center in New York City vehemently resisted requests for its IBC minutes, 
publicly declaring that they were available only on a “need to know basis". After a long 
correspondence, Mt, Sinai eventually revealed that it had no IBC meeting minutes because its 
biosafety committee did not meet; 

• A rare private company with a registered IBC, since 2002, AlphaVax (Research Triangle Park, 
NC) has received approximately $42 million in NIH research grants. As of late 2006, however, 
AlphaVax's (IBC) hadn't met for almost three and a half years. AlphaVax conceded that its IBC 
had not held a meeting since May 2003; but the company maintains records that state otherwise. 
AlphaVax sends out safety documents by e-mail to IBC members and then writes a memo to the 
file that grants blanket IBC approval for such research. For example, on 12 July 2006, over three 
years after its last IBC meeting, AlphaVax recorded the following in a memo: "On July 1 2th 
2006, the AlphaVax Institutional Biosafety Committee met and reviewed your amendment to the 
recombinant DNA registration document entitled 'Registration Document for Recombinant DNA 
Studies' ... You may proceed with this work immediately.” No meeting took place. Other such 
memos were written in 2003 and 2004 for which no IBC meeting took place. 

• In response to a 2004 request for its IBC minutes. North Carolina State University could only 
produce an e-mail from the outgoing committee chair, a junior faculty member moving to a 
position elsewhere, stating that he (and not the committee) had reviewed and approved all 
research protocols for the preceding year and that nothing had required the committee’s 
attention. In 2006, it produced a jumbled set of documents indicating an attempt to organize a 
functional IBC, but not the records of an effective committee. 

• In 2004, the Sunshine Project repeatedly asked the Pennsylvania State University Medical 
Center in Hershey for its IBC minutes, citing the NIH Guidelines as usual. After a third request. 
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the Director of the Office of Research Affairs replied with a letter asking what NIH Guidelines 
we were talking about, 

• The University of South Carolina can only produce evidence of its IBC having met twice in its 
history. The first meeting was on 7 July 2004, when the committee discussed the Sunshine 
Project’s three requests for its minutes (the University had yet to reply). The meeting was not 
prompted by NIH OBA or by other biosafety business, rather, it came about as a result of a 
public inquiry. Asked for it minutes again in 2006, it produced a single sheet of paper. At this 
one additional meeting, held in September 2005, the IBC was still discussing the Sunshine 
Project's request for its minutes made more than a year previously. It was also resolving 
problems with its membership. Its minutes reflect no serious biosafety business. The President of 
the University of South Carolina sits on the National Science Advisory Board on Biosecurity 
(NSABB). 

• In 2004, the University of Hawaii produced a few half pages of IBC minutes not reflecting 
protocol review and suggesting that the committee viewed its main function as being that of 
assisting a private company with field trials of genetically engineered crops (a task beyond the 
federal mandate of IBCs). In 2006, Hawaii produced minutes that list protocols by number, 
indicating that they have been approved, but providing none of their content or any indication of 
active committee discussion and consideration of the projects. 

• The University of Texas Southwestern Medical Center in Dallas places substantive information 
about IBC review of projects, if any such information exists, in annexes to minutes of its IBC 
meetings, which typically simply indicate that meeting occurred and who attended. Whether the 
committee actually discharges its responsibilities is impossible to determine. Other institutions, 
such as Princeton University, Indiana University, and the University of Delaware, among others, 
take similar approaches of blacking out their minutes or not recording the substance of meetings 
to begin with. It cannot be said with certainly if these are efforts to prevent disclosure or to 
conceal ineffective committees. 

These are only some of the IBCs that do not meet and/or do not fulfill their mandate to supervise 
research. While a relatively small number of committees do regularly meet and review research, 
many do not. NIH seldom, if ever, detects IBCs that fail to exercise their responsibilities. The 
only regular reporting requirement to NTH under the NIH Guidelines is for IBCs to provide a 
roster of members and their resumes. No other records, such as minutes, research proposals and 
protocols, documentation of reviews, protocol renewals and amendments, etc. are routinely 
submitted to or reviewed by NIH, giving NIH no vantage point at all from which to assess the 
effectiveness of committees. In any event, NIH has shown little curiosity about the truth. 


FAILURE OF BIOSAFETY VOLUNTARY COMPLIANCE: 

FAILURE OF NIH OVERSIGHT 

The NIH Office of Biotechnology Activities (NIH OBA) is in charge of the IBC system of local 
committees that are now supposed to also oversee dual use research. Since 2003, the Sunshine 
Project has lodged approximately 150 written complaints with NIH OBA for noncompliance by 
IBCs. In addition, NIH OBA has been copied on hundreds of letters and e-mails between the 
Sunshine Project and IBCs across the US that do not have committee meetings, that refuse to 
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produce minutes, that refuse to clarify apparent problems (such as no evidence of review of 
research, noncompliant committee membership, etc), and other problems. The Sunshine Project 
has also filed approximately 16 Freedom of Information Act requests with OBA for a variety of 
records, including accidents reports by IBCs, correspondence with IBCs, and other records. 

On balance, these complaints do not appear to have improved the functioning of the system and, 
although IBCs that do not execute their responsibilities have been repeatedly brought to the 
attention of NIH OBA, it has not significantly improved the overall functioning and reliability of 
the system. FOIA requests indicate one reason why: NIH OBA, which has no regulatory 
authority, often has no significant contact, for years on end, with committees that it is said to 
oversee, with the exception of “annual reports” from IBCs that merely consist of a cover letter 
attached to resumes of committee members. The annual reports do not provide documentation of 
the committee actually meeting and exercising its responsibilities. In some cases, even these pro 
forma reports are not filed. Despite that fact, such nonreporting IBCs have remained on the NIH 
roster of active committees for years. 

In some cases where the Sunshine Project has filed complaints, NIH has opened “investigations” 
that have had little to no effect on the IBC’s compliance. In others, institutions have removed 
their committees from the NIH roster rather than respond to the concerns raised by the 
complaint. For example: 

Until July 2004, the Venter Institute (formerly known as the Institute for Genomic Research, or 
TIGR) had held only t »’0 IBC meetings in it history, despite its 400 research employees who 
typically have about 150 active projects, including work sequencing biological weapons agents. 
One of the IBC meetings didn't assess biosafety, it was dedicated to discussing the format of the 
committee's paperwork. In July 2004, the Sunshine Project lodged a complaint with NIH OBA 
because an IBC that is not meeting and not reviewing projects is obviously not exercising its 
responsibilities. 

FOIA requests later revealed that about three months after the complaint, on 25 October 2004, 
NIH OBA began to act. In sent a letter to the Venter IBC Chair, NIH OBA asked Venter Institute 
(then TIGR) a number of questions. Most important among them was if its IBC was reviewing 
and overseeing research. 

On 13 December 2004, Venter Institute replied. It stated that the Institute "received its first NIH 
funded project involving recombinant DNA in early 1996," meaning that the IBC should have 
been overseeing research for nine years at that point. But the Institute admitted, "During its first 
years, the TIGR IBC did not formally meef.il) In other words, the committee did not function, 
not bothering to even meet once until 2002. 

Then came the following: "we have identified nine [9] projects that were not properly registered 
or reviewed by the TIGR IBC. This was an admission that the IBC was failing to identify and 
review research. In addition, the Institute stated that there were 116 more genetic engineering 
projects active in its labs that, it claimed, did not require IBC oversight. Venter Institute said that 
it was gathering information about the unreviewed projects and would have the IBC review them 
ex post facto in January 2005. 
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The minutes of the January 2005 Venter IBC meeting, a meeting that likely would never have 
been held absent the Sunshine Project's complaint, reveal that the unreviewed projects included 
work on biological weapons agents. The projects included work with the entire genome of strains 
of plague (Yersinia pestis), as well as glanders (Burkholderia mallei), melioidosis (Burkholderia 
pseudomallei), and valley fever (Coccidioides immitis) bacteria. In addition, there were two 
NIH-funded biodefense "pathogen genomics" projects for which the minutes do not reveal what 
the specific pathogens are in use. 

Seven Venter Institute investigators were responsible for the (at least) five projects involving 
both recombinant DNA and biological weapons agents that were not reviewed by the IBC. These 
include senior investigators in the Venter pathogen, parasite, and microbial genomics groups. 

NIH OBA was thus presented with an alarming situation that demanded a response. A major 
recipient of NIH recombinant DNA and biodefense funding had failed to maintain an 
Institutional Biosafety Committee that functioned and did not properly identify, review, or 
oversee research. While none of the projects that Venter Institute admitted to have failed to 
properly oversee involved large quantities of pathogens, the simple fact of the matter was that 
Venter's noncompliance was obviously systemic, penetrating to the leadership of the 
organization and ongoing for many years. In addition, it should have been apparent to NIH OBA 
that the government would not have detected the problems, because Venter (like other IBCs) had 
no effective reporting requirements. 

The penalty for violating the NIH Guidelines can be loss of NIH research funding. Instead, an 
OBA staff member called Venter to confirm that the IBC performed the after-the-fact review of 
the nine offending projects. There is no evidence from the correspondence between OBA and 
Venter that OBA made any effort to independently verify Venter's claims about the 1 16 other 
projects, nor to identify and assess other past projects funded by NIH, other government 
agencies, or otherwise that were not properly overseen. 

On 13 May 2005, NIH OBA sent Venter Institute a letter thanking it for providing "its helpful 
response and attention to compliance” and declared that Venter's reply "satisfactorily addresses 
the issues". Case closed. In June 2005, NIH OBA then announced the appointment of one of 
Venter’s scientists responsible for the noncompliant research to the National Science Advisory 
Board on Biosecurity (NSABB). Thus, NIH OBA did not merely shrink away from sanctioning 
Venter for noncompliance, it actually rewarded the Institute with an important policy advisory 
position. 

In reality, nothing actually changed at the Venter Institute after NIH’s “investigation.” In 2005 
and 2006, Venter continued to receive NIH funding, projects led by some of the same principal 
investigators whose previous projects were not overseen by an IBC. Other federal agencies also 
continued their funding 

In July 2006, Venter responded to another Sunshine Project request for its minutes. Although 
NIH OBA says it requires IBCs to meet at least once a year, the Venter IBC had no meeting 
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minutes subsequent to the January 2005 that was only held because it was forced to as a result of 
the Sunshine Project's complaint. 

In a similar situation involving the Salk Institute, the Sunshine Project lodged a complaint 
against Salk’s inactive IBC on 1 September 2004. Two years later, NIH OBA resisted a FOIA 
request for the investigation file; but a request for committee minutes to Salk revealed that as of 
1 3 September 2006 the Institute still had not conducted a review of its research portfolio to 
determine how many projects it was failing to oversee. 

In November 2006, the Sunshine Project lodged complaints against 40 private sector IBCs that 
refused to honor requests for minutes of their committees. The results to date are: 

Table 5: Result of November 2006 Complaints to NIH Concerning Private Sector IBCs 


Outcome 

Number (n=40) 

1. Company provided (at least some) IBC minutes. 

20% (8) 

2. Company “deregistered” or “deactivated” the IBC from NIH 
registry and did not provide minutes. 

42.5% (17) 

3. Company said it did not receive two or more requests sent to 
the IBC address provided by NIH. 

12.5% (5) 

4. Company stated research was suspended. 

2.5% (1) 

5. No reply to date (1 Sep 2007) from NIH OBA 

22.5% (9) 


NIH OBA lacks regulatory power and we cannot identify any case in which it has suspended 
funding to an institution for IBC violations. In addition, NIH OBA does not collect any 
significant reports from the IBCs it is supposed to oversee. It is thus toothless and frequently 
uninformed, and as a result, its inquiries usually do not appear to be considered to be of 
importance by institutions that receive them. 


PROBLEMS WITH CDC OVERSIGHT OF BIOSECURITY: 

INADEQUATE INSPECTION PROCEDURES 

It is apparent that CDC inspections have not identified significant problems at laboratories 
handling biological weapons agents. This is clearest at Texas A&M University, where the Texas 
Public Information Act has caused release of a large amount of documentation from TAMU’s 
biosafety and biosecurity program and CDC’s inspections. CDC’s cause inspections of Texas 
A&M in April and July of this year revealed numerous problems that existed but were not 
detected during CDC’s previous routine inspections. 

Routine CDC inspection did not detect the fact that TAMU had permitted unauthorized persons 
to handle biological weapons agents, even though the incident in which an unauthorized 
researcher contracted brucellosis occurred before CDC’s 2006 inspection at TAMU. Other 
problems CDC inspectors failed to discover include a researcher who stuck him or herself with a 
Brucella-laden needle in 2004, multiple exposures to Q fever in 2006, and inadequate ventilation 
of major piece of lab equipment (an aerosol chamber) used with biological weapons agents. A 
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number of additional missed violations are documented in the reports of the CDC cause 
inspections following the Cease and Desist Orders issued to TAMU, 

Texas A&M’s obvious lack of candor with CDC’s inspectors certainly appears to have been a 
contributing factor, however, the Select Agent program should have detected many of these 
problems. 

One factor that may be relevant is CDC’s use of contractors such as SRA International’s 
subsidiary the Constella Group. Contractors perform inspections (under CDC direction, the 
agency states), and handle some Select Agent Program functions at CDC offices. In addition, 
private contractors from Constella appear to play a major role in accident reporting. In April 
2007, when the University of Texas at San Antonio made a mandatory (Form 3) report of lab 
workers being exposed to tularemia, they submitted it to a Constella Group contractor, and not a 
federal official. 

Another serious issue concerning CDC inspections is that it is apparent that there are many, 
perhaps very many, biological weapons agent facilities that do not have NIH-registered 
Institutional Biosafety Committees (IBCs). For example, the Midwest Research Institute in 
Kansas and Florida. This is a problem because it is the NIH Guidelines, and not the Select Agent 
Rule, that describe IBCs and establish the ground rules under which the committees operate. As 
IBCs are the local committees that should oversee dual use research, the basis on which CDC 
can conclude that oversight is adequate at a facility whose safety committee does not participate 
in the federal IBC system is very unclear, particularly in view of the fact that NIH itself does not 
enforce IBC rules. 

In addition to a number of the problems at Texas A&M, the Sunshine Project and news media 
have uncovered other laboratory accidents reportable to the CDC under the Select Agent Rule 
(see Accidents and Other Incidents Prompted by Expansion of Biological Weapons Agent 
Research). It is impossible to determine if these incidents were reported to and/or detected by 
CDC inspections because CDC refuses FOIA requests concerning the Select Agent Program (see 
Inadequate Transparency). 

PROBLEMS WITH CDC OVERSIGHT OF BIOSECURITY: 

INADEQUATE COVERAGE OF NUCLEIC ACIDS 

A major flaw in the existing Select Agent Rule is that, as interpreted by the CDC, it fails to 
adequately cover nucleic acids (DNA, RNA) that can be use to produce select agents. 

For many viruses, including several select agent viruses such as 1918 influenza, H5N1 avian 
influenza, and Ebola viruses, it is possible to produce fully infectious virus from nucleic acids 
comprising the virus genome. This can be accomplished in short periods of time, in some cases 
in less than two days and without any specialized equipment that would not be typically present 
in a university or private sector virology lab. 

The Select Agent Rule contains language covering nucleic acids that can produce select agents 
(“Nucleic acids that can produce infectious forms of any of the select agent viruses. ..” are 
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classified as select agents). But contrary to the language of the Rule, CDC has interpreted it to 
cover only those nucleic acids that are, in effect, full-fledged disease agents and which can cause 
infection through injection, inhalation, or exposure without any further manipulation. 

These flaws effectively enable unregulated possession of several select agent viruses. The threat 
posed by this flaw is increasing in direct proportion to tbe rapid development of DNA synthesis 
technology and the DNA synthesis industry as well as the related field of synthetic biology, 
wbicb is dramatically decreasing tbe cost, time, and difficulty of producing a nucleic acid that 
can be used to produce a select agent. 

This is not a theoretical concern. It is currently happening in US labs. 

Advances in DNA sequencing technology and in the related field of synthetic biology, where 
scientists construct living systems from nucleic acid building blocks, are heightening the chances 
that these kinds of biotechnology could be used for biological weapons purposes. While 
members of the DNA synthesis industry and some synthetic biologists have indicated their 
concern and even openness to discuss regulation, for instance through a "Select DNA (RNA) 
Rule", there does not appear to have been any practical movement forward by CDC on this issue, 
and full length nucleic acids, as well as those encoding major portions of select agents, remain 
outside the Select Agent Rule as interpreted by the CDC. 


PROBLEMS WITH CDC OVERSIGHT OF BIOSECURITY 
INADEQUATE TRANSPARENCY 

In the experience of the Sunshine Project, CDC simply denies, usually immediately, all FOIA 
requests for records related to the Select Agent Program. The agency does not even typically 
search for responsive records and attempt to identify applicable exemptions, rather, it simply 
denies requests on the basis that they have some bearing on CDC oversight of research involving 
biological weapons agents. Numerous journalists and several other nongovernmental 
organizations have told the Sunshine Project that they have had the same experience. 

CDC’s wall of denial of information about select agent research and oversight plainly exceeds 
what it is authorized to withhold under law. Recently, it has begun to issue so-called “Glomar 
responses” to FOIA requests for information about accident investigations. Preposterously, last 
week the Sunshine Project received a letter from CDC refusing to confirm or deny the existence 
of the report of its investigation of Texas A&M, when the CDC site visits to College Station and 
the content of the report was front page news. Even the report itself was on the Dallas Morning 
News website, among others. None of its information created any security threat at Texas A&M. 

The Sunshine Project has appealed CDC FOIA denials to no avail. We do not have the resources 
to conduct federal litigation, the only other option left to us. While some records, and parts of 
other records may be legitimately withheld, these are mainly items that identify the precise 
location or would divulge specific physical security measures to protect select agents. 

The Sunshine Project is experienced handling open records requests with hundreds of US labs 
that possess biological weapons agents. Our experience is that while security concerns are 
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frequently raised in relation to open records requests, if the agency (or lab) is informed about 
select agent issues and is willing to listen, the concerns are quickly resolved. The Sunshine 
Project certainly has not, and we unaware of any other requester, ever insisting upon release of 
physical security information that would facilitate theft or diversion of a select agent. In any 
event, such information is amply protected from disclosure. 


EMERGING QUESTIONS ABOUT LABORATORY SAFETY AND SECURITY PROGRAMS 

AND 

POSITIVE CORRELATION BETWEEN TRANSPARENCY AND INCIDENT REPORTING 

It is both encouraging and worrisome to note that there has been an uptick in reports of accidents 
with biological weapons agents to CDC in 2007, according to a recent report by the Associated 
Press. Our research suggests the AP report is correct. The Sunshine Project has found evidence 
of at least seven reports to CDC in 2007 of biological weapons agent incidents in Texas alone, 
and our research is expanding to other states. 

Since the Texas A&M story became public, we have asked a number of institutions for all 
biosafety records of possible or actual exposures to significantly pathogenic agents (risk group 2 
or higher) since 2000. Texas A&M itself has led the way, and now reports its accidents to CDC 
and releases documentation to the public without squabble. Texas A&M alone has filed several 
of the required Forms 3s. 

More ambiguous is the reply of two Texas institutions with long-standing biological weapons 
agent programs, the University of Texas at San Antonio (tularemia) and the University of Texas 
Health Science Center at Houston (anthrax). Both universities produced reports to CDC of 
logical weapons agent accidents in response to our request, however both reports post-dated the 
Texas A&M story. The positive interpretation is that these institutions are reporting accidents. 
But both institutions also denied having any records of any incidents with biological weapons 
agents, even small ones or false alarms, prior to April 2007. This suggests that there may be 
unreleased records being kept secret, or that the may have had de facto policies of not recording 
accidents prior to spring 2007. 

On one hand, it is encouraging to see evidence of a positive correlation between transparency (at 
Texas A&M) and reporting by other institutions - in Texas and, as the AP report may indicate, 
elsewhere. 

On the other hand, two other Texas institutions with BSL-3 labs, the University of Texas at El 
Paso and the University of Texas Health Center at Tyler, both denied having any records 
whatsoever on any possible or actual exposures to risk group 2 or higher agents for a period of 
seven years. Risk group 2 includes many organisms that are far less dangerous that most 
biological weapons agents. Texas Tech University and its Health Science Center have also 
replied that they have no incident records whatsoever. Similarly, the University of Georgia (one 
of the few replies outside Texas received so far) denies having any records of any even minor lab 
incidents since 2000, with the exception of two lab exposures to a non-biological weapons agent, 
about which the school refuses to release information. 


Written testimony of Edward Hammond, 4 October 2007, page 21 



166 


The credibility of such responses is not high. A possible explanation for the professed lack of 
relatively routine lab safety records is that these institutions have dysfunctional laboratory safety 
programs that do not detect, investigate, or record lab incidents. Alternatively, they may not be 
producing responsive records in the same manner that Texas A&M initially treated the Sunshine 
Project. The initial reply by Texas A&M to a nearly identical request for its accident records 
produced a single page of paper. After several months of correspondence, including involvement 
of the Brazos County, Texas District Attorney, who is charged with enforcing the Texas Public 
Information Act, Texas A&M’s reply has now grown to approximately 3,000 responsive pages 
whose existence it initially denied. 

Detection, investigation, and reporting of lab incidents involving biological weapons agents 
merits increased attention. What can be said now is that there has been a positive correlation 
between the transparency that has been brought about at Texas A&M and incident reporting by 
other Texas institutions that handle biological weapons agents. Serious problems remain, 
however, evidenced by the reluctance of institutions to make their incidents public and the 
dubious denials of other institutions of having records of biological accidents all. 


RECOMMENDATIONS 

1. Neither the United States nor any other country presently needs 400 labs or 15,000 
people conducting biological weapons agent research. Our country would be safer and 
more secure with a smaller, more transparent, and more rationally organized program. 
Therefore mv first and most important recommendation is that Coneress reduce the 
number of US labs and people handling bioloeical weapons aeents . 

2. The proliferation of BSL-3 and BSL-4 laboratories across the United States since 2002 is 
greater than what our country needs and what its safety and security net can absorb. One- 
off NEPA processes are not sufficient or appropriate for this national-scale problem, 
Coneress should impose a moratorium on federal funding for construction and 
commissioning of new biodefense labs. No new construction contracts should be issued, 
and no new labs should open until a comprehensive needs assessment is performed bv the 
Government Accountability Office . 

3. Coneress should suspend or completely terminate some new laboratory protects 
currently underway. Prime candidates include but are not limited to the oversized and 
overblown National Bio and Agro-Defense Facility (in site selection), the unpopular and 
divisive Boston University National Biocontainment Laboratory (under construction), 
and the University of Hawaii Regional Biocontainment Lab (in design), which is years 
late and 50% over budget before groundbreaking. 

4. Voluntary compliance with proper laboratory practices for biodefense labs is unwise and 
does not work. Coneress should make compliance with the BMBL (CPC lab safety 
manual) and federal rPNA Guidelines truly mandatory, bv makine it a matter of law. 

5. Research review at the local level is currently very uneven, sometimes does not take 
place at all, and the system involves related, fragmentary charges operating under a 
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divided federal oversight system. Congress should require that all institutions operating 
BSL-3 or hieher labs use a sinzle committee that is legally oblisated to be responsible for 
the interlocking oversight issues of biohazards, biotechnolo^. and dual use research at 
the local level . 


6. NIH has failed dismally to maintain the effective Institutional Biosafety Committee 
(IBC) system that is necessary for proper local oversight of research involving biological 
weapons agents. Congress should strip NIH of its role overseeing IBCs and place that 
authority with a federal agency with regulatory power over IBCs at all US BSL-3 and 
BSL-4 laboratories, whether public or private, and federally funded or not. This 
authority should not rest with an agency that makes research grants. 

7 Americans will be safer from accidents and terrorism, and foreign nations will have 
greater confidence in our intent with biological weapons agent research (and thus be less 
likely to conduct secretive research themselves), if our program is a model of 
transparency and public accountability. This ethic needs to be instilled in our researchers. 
Congress should act to improve the transparency and public accountability of the 
activities of our research with steps including: 

a. Rolling back unwarranted secrecy at the CDC and elsewhere. There are 
mountains of federal biodefense records, currently unavailable to the public, that 
may be released in whole or nearly in their entirely without endangering the 
physical security of select agents; 

b. Improving the quality of disclosure of federal grants and research, particularly for 
DOD, DHS, and DOE by, for example, mandating the establishment of reliable, 
accurate, and accessible online databases of federal biodefense projects; 

c. Insisting upon vertical traceability from the lab bench to the top levels of federal 
agencies. When the government makes grants, the purpose, results, and safety and 
security oversight should be documented. 

d. Revisiting the FOIA Exemptions in the Bioterrorism Act of 2002, some of which 
are counterproductive, and as there are ways to release more information to the 
public without compromising the physical security of select agents. 

7. The relationship between transparency and lab safety is a positive one. Americans in 
general, and local communities in particular, have a right to know what research is 
occurring in their midst and if labs are being operated safely and legally. US research 
will be more prudently and safely conducted when labs are accountable to the public. 
Labs can learn from each other and prevent accidents when they are discussed openly. 
Congress should establish a mandatory and transparent national reporting system for 
accidents and near misses in BSL-3 and BSL-4 labs and this system should provide data 
at the local level . 

8. The CDC’s interpretation of the Select Agent Rule’s applicability to nucleic acids is 
unsafe and, arguably, a ticking time bomb. Congress should instruct CDC to regulate 
nucleic acids that can be used to produce select agents or engineered organisms 
incorporating select agent characteristics. 
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Mr. Stupak. Thank you. Thank you all for your testimony. We 
will begin questioning, Dr. Gronvall. You indicated that your train- 
ing was through an apprenticeship? 

Ms. Gronvall. Yes. 

Mr. Stupak. And you got to answer yes or no. I am sorry. 

Ms. Gronvall. Yes. 

Mr. Stupak. OK. With the proliferation of labs then, if you have 
to go through an apprenticeship, where are they getting the people 
to work in these labs? 

Ms. Gronvall. Well, I mean by working in laboratories as you 
are training to be a biological scientist, you work in a lab, you 
learn from the people who have worked there for more years and 
have more experience. So that is what I mean by mentor appren- 
tice relationship. 

Mr. Stupak. OK. In your testimony, you described the prolifera- 
tion of these level 3 and level 4 labs in U.S. and around the world. 
Are there too many high-containment labs in the U.S. in your opin- 
ion? 

Ms. Gronvall. I would say that we have so much research that 
needs to be accomplished, but that I really would have to know 
what is going on in the laboratories. I do not have enough informa- 
tion to answer that. 

Mr. Stupak. So in other words, needs assessment? 

Msr. Gronvall. I would like to know more to answer. 

Mr. Stupak. Are you aware of anyone ever doing a needs assess- 
ment? 

Ms. Gronvall. No. 

Mr. Stupak. OK. You make the point that no blame reporting 
may be a method of improving voluntary reporting and our ability 
to learn from mistakes. Is this the same type of systems that is in 
place for the nuclear industry? You mentioned airline industry but 
is that the model you are looking at? 

Ms. Gronvall. I think the main points of any model for report- 
ing would just be to encourage reporting and to not punish people 
for reporting to make sure that there are incentives to report and 
that you are capturing as much experience as possible. So there are 
a number of industries, I think the chemical industry also has a 
reporting system like that. 

Mr. Stupak. But if they do not report, you have no problem with 
a punishment system then? 

Ms. Gronvall. I think where you want to go is that you want 
to make reporting to be the norm and not reporting to be some- 
thing that you do not want to do. 

Mr. Stupak. OK. Dr. Pearson, let me ask you the same question. 
Are there too many high-containment labs in the United States? 

Mr. Pearson. I do not think without having a good needs assess- 
ment that you can answer that question. 

Mr. Stupak. And you are not aware of 

Mr. Pearson. I have seen no evidence that there has been a good 
needs assessment done. 

Mr. Stupak. OK. What was that section you wanted us to look 
at, 351(a)(h) — the withholding? 

Mr. Pearson. Yes, it was passed in the Bioterrorism and Public 
Health Emergency Response Act of 2002. 
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Mr. Stupak. ok. Mr. Hammond, you indicated there were two 
other Texas universities that came forward since Texas A&M be- 
came public. Do you know if the CDC has done anything with those 
two other universities? 

Mr. Hammond. No, sir. In part, that is why I drew attention to 
CDC’s policy to immediately reject all Freedom of Information Act 
requests. In the past, in addition to the two universities in Texas 
that reported, we have uncovered numerous additional incidents in 
other States that required reporting or appear to require reporting 
and we cannot obtain any documentation to determine whether or 
not they were, in fact, reported and whether or not CDC acted on 
the reports. 

Mr. Stupak. Have you then turned that information over to 
CDC, your Sunshine Project? 

Mr. Hammond. I’ve made the information public in forums where 
CDC personnel — that are involved in the select agent program. 

Mr. Stupak. OK. After I want you to share that with the com- 
mittee staff if you would. Those are the two universities, we will 
get to the bottom of it. You state in your testimony that the BSL 
lab expansion has gone “far beyond what is prudent and nec- 
essary.” What is your estimate then of what is prudent and nec- 
essary here in the United States? 

Mr. Hammond. I believe that a certain answer requires the needs 
assessment, however, my judgment based upon my experience is 
that we would be safer and could accomplish our national needs in 
biodefense if our program were perhaps a fifth or even smaller 
than what we have right now. That would imply a much smaller 
number of new labs. I believe that following the history of offensive 
biological weapons programs, following what happened in 2001 and 
expansion of our biodefense program was merited and that, logi- 
cally, there should have been additional labs built to deal with revi- 
talizing our biodefense program but we went considerably too far. 
So something on the order of a fifth is my estimation. 

Mr. Stupak. This committee has asked for a needs assessment 
too from CDC and they claim there is one out there but no one has 
ever seen it. 

Mr. Hammond. I believe that. 

Mr. Stupak. You mentioned private corporate labs, Mr. Ham- 
mond, as being unaccounted for in the Government’s oversight of 
the labs 3 and 4. What would you like to see done there on the pri- 
vate lab? 

Mr. Hammond. One of the things that my organization has done 
in the past several years to look at the institutional biosafety com- 
mittee system that is managed by the NIH Office of Biotechnology 
Activities. And compliance there is only required for institutions 
that are presently receiving NIH funding for recombinant DNA for 
genetic engineering research. I took a look at private sector compli- 
ance and found that out of the top 20 biotech companies, only 
about two are in compliance. I think that clearly the guidelines for 
recombinant DNA should be made a matter of law as should com- 
pliance with the BMBL and that should be applied to all labora- 
tories, not simply those that are currently federally funded. 

Mr. Stupak. Thanks. My time is up but as I indicated in my 
opening statement, we will be sending our staff to look at some of 
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these overseas labs. We are just as concerned. We want to get a 
hold of you or have you get a hold of us on what — because you are 
connected with Europe too you said. There is a Sunshine Project 
there? 

Mr. Hammond. Yes, sir. 

Mr. Stupak. ok. We may want to get some suggestions on what 
labs you think we ought to look at, both secure and not so secure. 
Mr. Burgess for questions. 

Mr. Burgess. Thank you. Mr. Hammond, just let me be sure 
that I understand correctly. You are advocating 80 percent reduc- 
tion on available laboratory capacity from where we are right now? 

Mr. Hammond. No, sir. What I said was that I believe that a bio- 
defense program that is approximately a fifth or perhaps even less 
of our present size would be able to adequately address our na- 
tional security needs. And because there would be fewer people 
handling these agents and fewer laboratories, it would make us 
safer in the sense that there would be less opportunity for diver- 
sion of select agents. I am not advocating for any of the existing 
infrastructure, major infrastructure, to disappear. Rather this is 
with respect to the expansion. 

Mr. Burgess. So the expansion should be reduced by 80 percent. 
Are these expansion plans that currently exist? I guess what I am 
asking is — conducted the needs assessment that Chairman Stupak 
has asked CDC for. Do you have data that you can share with this 
committee about how you have arrived at those figures? 

Mr. Hammond. My statement was with respect to the program 
as a whole, not with respect to a laboratory, the fifth comment. Not 
with respect to laboratories in particular. With laboratories, I be- 
lieve that do need the needs assessment. But it is my judgment, 
having spent now a number of years in very intense interaction 
with practically every laboratory that handles these agents in the 
US, particularly outside of the Government sector, that that scale 
reduction would be appropriate and would make us, in fact, safer. 

Mr. Burgess. Let me ask you this because you raise a point in 
your written testimony that is significant about the building of an 
infectious agent out of its component parts, the nucleic acid issue. 
And if I understand your writing correctly, the CDC, in fact, has 
a loophole that would allow such a constructive infectious agent, 
say if someone was building the 1918 flu, had one nucleic acid 
change, that then is no longer an agent that falls on the select list, 
is that correct? 

Mr. Hammond. That is correct, sir, in effect. The select agent 
rule in the plain language of the rule would appear to encompass 
these complimentary DNAs or these types of genetic constructs 
that you refer to. However, it appears that CDC has chosen to only 
consider those that are themselves infectious to be covered by the 
rule. And what this enables is for a person to possess, basically, all 
of the components that are needed to produce a select agent, even 
in a period of a few hours without being registered under the rule. 

Mr. Burgess. Mr. Chairman, I would like for it to be clarified 
to the committee, is this a rule that is been developed within the 
agency? Do they need legislative help to close the loophole? I would 
like for the committee staff to explore this so we know. This does 
not sound like a good idea and I think if we have learned nothing 
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else today, this may be one of those things that we ought to try 
to immediately correct because it does sound like a significant de- 
fect. But I think I would also argue that we may need more lab 
space rather than less. But I do agree with you that the more peo- 
ple you have involved in a project, particularly when it is new and 
you are finding your way, the more people that are involved in a 
project, there is the greater potential for human error. Mr. Ham- 
mond, I got to tell you, I am from Texas. I have never heard of your 
group before. Where do you get your funding? 

Mr. Hammond. In the way that most non-governmental organiza- 
tions do. I receive contributions from individuals and I raise fund- 
ing from foundations. 

Mr. Burgess. Can you supply to this committee a list of your 
major donors? 

Mr. Hammond. I would be happy to, sir, but certainly I have a 
policy. I mean, the Sunshine Project engages in criticizing others 
on transparency issues, so certainly I would be more than happy 
to answer any question you have with respect to my organization. 

Mr. Burgess. You anticipated my question. I would ask the com- 
mittee to make that generally available to members of the commit- 
tee. And then I just have to ask you this. At the bottom, just before 
the table at the bottom of the first page, you reference the Sun- 
shine Project, the Margaret Race of the SETI Institute. What does 
that acronym stand for? 

Mr. Hammond. It is a NASA-funded institute that has to 

Mr. Burgess. Is that the Search for Extra Terrestrial 

Mr. Hammond. Yes, Extra Terrestrial Intelligence. 

Mr. Burgess. OK. 

Mr. Hammond. If I may, the interest there is that — and it can 
be corrected if I misspeak but the interest there is that the Govern- 
ment, NASA, has a long-term interest in potentially constructing a 
level 4 laboratory in the event that they return samples from Mars 
and so, therefore, NASA is interested in — it has funded work at the 
SETI Institution to keep track of issues related to biosafety level 
4 labs. 

Mr. Burgess. As I recall, this group out of Berkeley was the one 
that connected personal computers across the country to evaluate 
whether there were meaningful signals coming from outer space. 
Do I remember that correctly? 

Mr. Hammond. Sir, I honestly do not know but I do not believe 
so. 

Mr. Burgess. OK, I just had to ask. Mr. Chairman, if I may just 
ask Dr. Pearson a question. Your concept of the large oversight or- 
ganization, is that generally accepted by other scientists who work 
in this area? If we were to take a poll of scientists who work on 
these problems, they would be enthusiastically supportive of you, 
moderately supportive of you or recoil in horror? Where would they 
fall on that metaphysical scale? 

Mr. Pearson. I think that you are asking a very good question. 
Certainly, it’s a concept that has raised a lot of controversy and 
concern in the science community. We have an advisory board right 
now that is trying to look exactly at this question of what kind of 
oversight should be implemented on a national level. It is certainly 
an ongoing discussion. I think the question here is not whether or 
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not we should have national oversight. The debate is over what 
that oversight should look like. 

Mr. Burgess. Mr. Chairman, I would just reference tab 22 in the 
binder you provided for us. There is some concern that too much 
movement too quickly in this arena will, in fact, stymie safety and 
have the adverse affect on safety that we all seek. So again, I do 
urge a little bit of caution when we get to the business of writing 
legislation. I do hope you will let the minority participate in what- 
ever legislative comes out of these hearings and I will yield back 
the balance of my time. 

Mr. Stupak. Thank you, gentlemen. You mention national secu- 
rity. We invited the Department of Homeland Security to assist us 
in answering some of these questions and I was surprised and dis- 
pleased, to say at the least, that they refused to show up, even 
though they are responsible for Homeland Security. So they de- 
clined our invitation but there will be more work to be done. Con- 
cludes questions. We got votes on the floor, so I am going to excuse 
this panel. I thank them for coming. Before you leave, one more 
question. Plum Island up in New York, we have a level 4 lab there, 
level 3, and they want to shut that one down and move it to the 
mainland. I think they do mostly foot-and-mouth disease there. 
Good idea, bad idea? Any comments. EHS does, that is why we are 
still to answer the question but go ahead. Mr. Hammond, I will go 
right down the line. 

Mr. Hammond. My comment would be that it is not entirely clear 
to me at all that, in fact. Plum Island will be closed if the National 
Bio and Agro-Defense Facility is constructed. Among my rec- 
ommendations was that Congress consider terminating the project 
to construct the National Bio and Agro-Defense Facility. 

Mr. Stupak. Right. 

Mr. Hammond. Which would possibly imply that Plum Island 
would remain open, which is, I believe, may happen anyway. 

Mr. Stupak. Plum Island is one of the few places where no one 
lives there, it is just the lab is the only thing on Plum Island. That 
is why it makes sense I think. Dr. Pearson, anything on Plum Is- 
land or no opinion? 

Mr. Pearson. I am sorry, say that again. 

Mr. Stupak. Plum Island, should they close it? 

Mr. Pearson. Sure. 

Mr. Stupak. Move it to the mainland? 

Mr. Pearson. I think that with the case of Plum Island you have 
a 50-year old facility that clearly either needs to be replaced on 
Plum Island or replaced somewhere else. The issue with moving it 
to the mainland, I think the primary issue given the agents it is 
going to work with is, again, one of what happens if an agent gets 
out. If it is working with FMD and you plunk it down in the middle 
of cattle territory, is that a significant concern. So that is one 
thing. That is why it has been on Plum Island. It is simply an issue 
of do we have the oversight levels safe enough at that. The only 
other issue that I would raise and this, again, gets back to the 
needs assessment, I do believe that there is a need for a facility 
like Plum Island or NBAF. The issue is the new NBAF facility is 
going to be three times the size of Plum Island. So the question is, 
is it being scoped out in the right way. And that is where the needs 
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assessment needs to come in. I believe DHS has at least done some 
needs assessment on that. I have not seen it and the committee 
might want to look at that. 

Mr. Stupak. Thank you. Dr. Gronvall? 

Ms. Gronvall. I think as far as Plum Island goes, the issue is 
really there are pluses and minuses for keeping it there or moving 
it. But the agents that they are going to be working with are select 
agents, the people who are involved go through the security proce- 
dure but there is no safety procedure and I think that is something 
that would need to be considered if you are going to keep it there 
or move it to make sure that the people are trained that are in the 
laboratory. 

Mr. Stupak. OK. Thank you and I will dismiss this panel and 
thank you for sharing your testimony with us today. That con- 
cludes all questioning. I want to thank the witnesses for coming 
today. I ask unanimous consent that the hearing will remain open 
for 30 days for additional questions for the record. With no objec- 
tion, the record will remain open. I ask unanimous consent that the 
contents of our document binder be entered in the record and the 
staff have the chance to edit any sensitive documents prior to 
printing. No objection, the documents will be entered in the record. 
That concludes our hearing. This meeting of the subcommittee is 
adjourned. 

[Whereupon, at 2:55 p.m., the subcommittee was adjourned.] 

[Material submitted for inclusion in the record follows:] 
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High-Containment Biodefense Research Laboratories: 
Meeting Report and Center Recommendations 


Gigi Kwik Gronvall, Joe Fitzgerald, Allison Chamberlain, Thomas V. Inglesby, and Tara O’Toole 


O N July 11, 2006, the Center for Biosecurity of the 
University of Pittsburgh Medical Center (UPMC) 
convened an invitational meeting to discuss high-contaln- 
meni biodefense research in the United States. Our goal 
was to analyze whether and how the growing numbers of 
laboratories could be operated safely, productively, and 
with respect for the communities in which they are placed. 

The group was composed of distinguished scientists 
and experts in biosafety, biosecuricy. and public health 
and included proponents of the laboratories as well as 
those who oppose the recent expansion. Participants were 
not asked to reach consensus on the topics discussed; 
rather, the intention was to spur an open discussion of 
key issues related to high-containment laboratory re- 
search and to seek proposals for constructive actions. 
Meeting participants are listed in Appendix 1. Individual 
comments were not for attribution, but some quotations 
that make a compelling case for particular actions are 
cited without attribution. 

In this report, the Center for Biosecurity analyzes a num- 
ber of critical issues related to high-containment laborato- 
ries and offers recommendations intended to improve their 
producrivity, safety, and public engagement practices. 
These recommendations have been informed by pre- and 
post-meeting discussions with a range of experts, a survey of 
peer-reviewed literature, press reports, and discussions dur- 
ing the meeting on the issues summarized in this report. 


Our recommendations are not necessarily endorsed by the 
participants in the July 1 1 meeting. 

Background on High-Containment 
Biological Laboratories 


Laboratory biological research in the U.S. can be categorized 
by the safety level at which it is performed. The four safety 
levels are termed Biosafery Level (or BSL) 1 through 4. They 
are described in detail at the National Institutes of Health 
(NIH) website: htrp;//www3.niaid.nih.gov/Biodefense/ 
PubUc/Bioiab.him.* For the purposes of this repon, high- 
containment biological research refers to work performed 
in the two highest levels, BSL-3 and BSL'4. BSL'3 labora- 
tories are used to study biological agents chat are potentially 
lethal and transmissible by the aerosol route and require 
special safety design features, such as sealed windows and 
specialized ventilation systems. BSL-4 laboratories are typi- 
cally used to study lethal agents for which no vaccine or 
therapy is available. They incorporate the BSL-3 laboratory 
safety fixtures, plus additional safety features such as full- 
body suits ventilated by life support systems.^ In general, 
necessary biosafety precautions are dictated by the specifics 
of a biological experiment. Additional safety protection can 
be added to any biosafety level, from BSL-1 to -4, depend- 
ing on the needs of a specific experiment. 
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HIGH-CONTAINMENT BIODEFENSE RESEARCH LABORATORIES 


A few years ago, only a handful of laboratories in the 
world operated at BSL-A, the hight^t level of containment. 
In the coming years, BSL-4 capacity will be expanded at 
least tenfold in the U.S., as laboratories cnirrently under 
construction begin operations (see Figure 1 for a world map 
of BSL-4 laboratories, and Table 1 for a list of planned and 
openirionai BSL-d laboratories). 

A 2005 National lnstiiute.s of Health (NIH) survey esti- 
mates that there are currently 277 BSL-3 laboratories in the 
U.S.^ The number may be higher: A 2005 Department of 
Homeland Security (DHS) and Department of Health and 
Human Services (FIHS) report estimates that there are 
more than 600 BSL-3 laboratories in the U.S.'^ More BSL- 
3 lahorainries are being builr specificaily for biodefense re- 
search, principally funded by the National Institute of Al- 
lergy and Infectious Diseases (NT AID) within the NIH (see 
Table 2 for a list of planned biodefense BSL-3 laboratories 
funded byNlAID), 

The rapid expansion of high-containment laboratories 
ha.s rai-sed a number of policy issues, such as the adequacy 
of existing biosafety and biosecurity measures, personnel 
training in bio.saFety, transparency of laboratory policies 


and research directions, and the rationale justifying the 
BSL-3 and BSL-4 labo.ratoty expansion. Additionally, pub- 
lic protests .have occurred in many of the laboraioty loca- 
tions, raising the question of how the public should be in- 
volved in decision-making processes related to the labs, 
both in the siting process and once they are operational. 
Protests may have diminished some universities' success in 
receiving federal funding to build a high-containment labo- 
ratory.'’^ In addition, public protests agaitrst the .siting of 
the Boston University National Biocontainment Labora- 
toty' eventually led to cimvide regulations on research activ- 
ities and practice/ 

Our meeting focused on these ixilicy issues a.s they relate to 
hi^-containment laboratories in the U.,5. However, we rec- 
ognize that hi^-containmenr laboratory expansion i,s an in- 
ternational phenomenon. For example, in Southeast .Asia, 
newly constructed BSL-3 laboratories are projected to become 
operational in 2006: in India (16 new laboratories), Thailand 
(5), Indonesia (2). Bangladesh (1), and Myanmar (1).® Our 
premise is diar processes that make U.S. labs safer, more pro- 
ductive, and more transparent to ilie public will be helpful to 
laboratories and communities elsewhere in the world. 


BSL-4 Facilities Worldwide 


• black: existing BSI.-4 (or epuivalenl) facility 
o white: planned BSL-4 facility 





North and South 1 
America: ■ 

■•Winnipeg, Canada | 
•HafTiiiton. MT 


Eurc^: 

•Lyon, F.'ance 
•London, Engiarxi 
•Pofton Down, England 


Ahica, Asia and 
Australia: 

•Moscow, Russia 
iNovostoirsk, Siberia 

•Boston, MA 
•Frederiok, MD 


•Potters Bar, Errand i 
•Marbui^. Germany i 

■ • 

•Hyderabad, india 
•Bhopal, India 

• Richmond, VA 
•Atlanta, GA 
•Gaiveston.TX 
•San Antonio, TX 
•Sao Pauio, Brazil 


•Hamburg, Gwmany 
•Rome, Italy 
•Minsk, Beia-iiS 
•Valdeofrnos. Spa^ 
•Sofna, Sweden 
•MittelSusen. 
Switzetland 


•Taiwan, China 
•Tokyo, Japan 
•Grahamstown, South 
Africa 

•Franceviiie, Gabon 
•Geelong. Australia 
•Melbourne, Australia 


Figure L BSL-4 Facilities Worldwide 
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Table 1. BSL-4 Laboratories in the United States 
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Biosafety Training 


More people will soon be working in high-containment 
laboratories chan ever before. For example, the Boston Uni- 
versity National Biocontainment Laboratory will create an 
estimated 600 jobs,^ and the nor-yet-sited National Bio and 
Agro-Defense Facility may employ more than 300 re- 
searchers, technicians, and support stafF.’° Not all of these 
new employees will work in high-containment conditions, 
but it is widely agreed chat the influx will strain the current 
national capacity for biosafery training. 

Most research institutions requite that all laboratory 
workers take a short class in biosafety principles. For work- 
ers in high-containment laboratories, advanced biosafery is 
usually taught within a menror-apprentice relationship. 
Generally, as trainees improve, they move to higher levels 
of containment and independence. While there are some 
training programs available to supplement on-the-job expe- 
rience (e.g., the Center for Public Health Preparedness and 
Research program at Emoty University’’), they are insuffi- 
cient to build the workforce of researchers, technicians, and 
biosafety professionals needed to make the newly developed 
high-containment labs productive and safe. 

Biosafety training entails more than learning to operate 
safety equipment, such as the full-body suit worn in many 
BSL-4 laboratories. Working safely with pathogens requires 
sound judgment, informed mostly by technical training 
and experience. As one meeting participant said, “I fear that 
some of our researchers believe that the engineering con- 
trols will provide their safety. And yet . . . it’s the procedural 
controls and the practices of biosafery within the labora- 
tory, regardless of what kind of building you’re in, that are 
going to be the most critical in maintaining good safety.” 
This was demonstrated in the SAKS laboratory accidents 
that occurred in Singapore, China, and Taiwan, which 
were thought to have been caused nor by equipment failure 
but by human error.’^"’^ 

Safety procedures for working with biological pathogens 
are more complicated and contextual than those for more 
quantifiable risks, such as radiation. Biological experimen- 
tation holds risks that change depending on the details of 
an experiment. Thus, each experiment requires a separate 
analysis of potential risks to determine appropriate research 
procedures. For example, an exp)€riment that could nor- 
mally be performed at a low biocontainment level may 
need increased biosafety protections if the researcher is im- 
munocompromised, or if a large volume ofinfeaious mate- 
rial is being handled. Likewise, a procedure that was always 
conducted at BSL-4 may be performed at BSL-3 if a vac- 
cine becomes available that can protect the laboratory 
worker. A good biosafety officer can help a researcher deter- 
mine the best biosafety procedures and practices for these 
laboratory-specific, experiment-specific decisions, so that 
the laboratory remains productive and safe. Unfortunately, 
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as one meeting participant said, “I don’t know of any pro- 
gram in the country right now that is really focusing atten- 
tion on building that body of biosafety professionals that 
we n^d.” One exemplary training program for biosafety 
officers, the National Biosafety and Biocontainment Train- 
ing Program (NBBTP),'^ only graduates one or two 
biosafety professionals per year. 

The diverse research backgrounds of the scientists now 
entering work on pathogens also increases the need for 
safety training in high containment. As one meeting partic- 
ipant said, “We're going to have all of these researchers and 
Pis who have crossed out ‘plant’ on their grants and written 
in ‘anthrax’ and have gotten funded.”* The causative agent 
of anthrax can be worked on in a variety of biosafery levels, 
but the point is that many researchers will be working on 
potentially lethal organisms for the first time. Participation 
by scientists with diverse scientific backgrounds can be a 
positive development for research in new directions in a 
field and is the norm for scientific discovery. For example, 
when funding for HIV/AIDS research became available in 
the 1980s, researchers who had never previously worked 
with an infectious disease pouted into the field. Nonethe- 
less, for many researchers beginning to work with danger- 
ous pathogens, the change in safety culture and safety prac- 
tices will be serious. In many other areas of biological 
research, it is more important to protect the experiment 
from being contaminated by bacteria or viruses in the air 
than to protcCT the researcher from the experiment. Scien- 
tists coming from these low-risk fields into high-contain- 
ment research will not be accustomed to the risks of Infec- 
tion and will need additional training. There also may be 
scientists coming from outside the biological sciences, from 
such areas as physics and chemistry, who may need 
additional training. One meeting participant remarked that 
there are “engineers . . . coming into {biodefense research] 
now through synthetic biology . . . who don’t think of things 
as being self-replicating. And they are treating their experi- 
mentaJ substrates as if they are not self-replicating.” 

The workforce that is needed to make the high-contain- 
ment laboratories productive and safe is not yet in place. To 
develop the workforce, NIH should first assess how many 
people will require training for work in the high-contain- 
ment laboratories, and develop and fund training programs 
that can supplement on-the-job training. Biosafery profes- 
sionals with experience in laboraroty research will be needed 
to provide training for and consultations with the re- 
searches. Now that the Pandemic and All Hazards Prepared- 
ness Act (S. 3678) has been enacted, the National Science 
Advisory Board for Blosecurity (NSABB),’'’ an advisory 


'Bacillus anthracis, the causative agent for anthrax disease, is usu- 
ally worked on in BSL-2 facilities, although it can be worked with 
at varying BSLs. However, the point remains rhar new biodefense 
researchen may be unused to working with lethal pathogens. 
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board to the Secretary of HHS on life science issues, may be 
directed to give their advice on “a core curriculum and Train- 
ing requirements for workers in maximum biological labora- 
tories.”'® The diverse perspectives and backgrounds of 
NSABB members will be useful in establishing biosafety 
training standards on which to base on-the-job training. 

Ultimately, it is the laboratoty director’s responsibility ro 
ensure that all laboratoty personnel “demonstrate high pro- 
ficiency in standard microbiological practices and tech- 
niques,” as stated in the Biosafety in Microbiological and 
Biomedical Laboratories (BMBL) guidebook, published by 
the Centers for Disease Control and Prevention (CDC) 
and NIH.^ But relying solely on the mentor-apprentice tra- 
dition of training for biosafety will not be sufficient to train 
the influx of high-containment scientists and technicians. 
Developing core competencies and standards will be useful 
in order to conserve mentors’ valuable time and abilitie.s. 

Center for Biosecurity Recommetidation #/; 

Biosafety training programs need to be expanded to 
accommodate researchers entering high-containment 
biological laboratory research. HHS should perform 
a needs assessment for training laboratoty workers 
and biosafety officers at high-containment facilities. 
HHS should develop standardized core competencies 
for safety training of workers and scientists, to in- 
crease the efficiency of the current mentor-apprentice 
tradition. 


Information Exoiange 
Between Laboratories 


The implementation of the Select Agent Rule'^ and con- 
cerns about legal liability have inadvertently become major 
barriers that are preventing high-containment laboratory 
researchers from learning from each other’s experiences in 
biosafety practices. 

Individuals who wish to work with a wide range of 
pathogens must abide by the Select Agent Rule, as defined 
by 45 CFR 72. Under the rule, HHS and the U.S. Depart- 
ment of Agriculture (USDA) keep lists of pathogens that 
require select agent clearance. The rule regulates the posses- 
sion, use, and transfer of those agents; imposes security re- 
quirements for the facility in which the work will be per- 
formed; requires inspections; and can impose criminal and 
civil penalties on those who do not adhere to the law. 

Security risk assessments are administered to individuals 
who work with select agents by the Department of Justice 
(DOJ), a process that is renewed every five years. Once 
cleared, an individual is allowed to work with a specific bi- 
ological agent, but only within a specific laboratoty. The 


specificity of this clearance procedure inhibits the practical 
exchange of safety-related information and techniques be- 
tween high-containment laboratory researchers, by pre- 
venting, for example, a technician in one laboratory from 
demonstrating techniques in another laboratory without 
going through a separate lengthy clearance process. 

In addition to the clearance barriers chat prevent timely 
sharing of practical safety techniques, there is a perception 
that laboratories will be liable for accidents that occur to 
scientists who are visiting for training purposes. Whether or 
not these perceived concerns are real, they need to be exam- 
ined in derail and addressed so chat experienced .scientists 
can more easily demonstrate techniques and safety proce- 
dures developed in one laboratory to another. This would 
speed up the process for new laboratories to become pro- 
ductive, and, more important, should enhance their safety. 

As one meeting participant remarked, “As someone who 
has actually taken a lab hot, I have experience with how you 
train people. . . . There were no guidelines. There was no 
checklist. There was nothing. And we reached our to CDC. 
We reached out to Fort Detrick, We got as much help as they 
could give. After 9/11, they couldn’t give us as much help as 
they could give before. And so, now that we’ve been hot, and 
we’ve worked with animals, and we’ve had to do it on our 
own with just commonsense rules, people are now coming to 
us and saying, will you help train us? Well, now our lawyers 
are saying, no, you can’t let any nonempioyee into the lab. I 
think what we need to do as a group is to try to develop a pol- 
icy that says we will assist each other in this training proce- 
dure.” NIH and CDC should work to make this possible. 

Center for Biosecurity Recommendation #2: 

High-containment laboratories need to share lessons 
learned. Mechanisms should be put in place to en- 
able and encourage interlaboratory training and 
information exchange. This requires modifying the 
Select Agent Rule to accelerate the process of safety 
and technical training, and examining whether per- 
ceived barriers, such as legal liability concerns, actu- 
ally prevent information and safety sharing. 

Learning from Biosafety Mistakes 


In the decades of research performed at BSL-4, with hun- 
dreds of practitioners, there have been only a handful of 
laboratory-acquired Infections reported. In U.S. BSL-4 lab- 
oratories, there have been no reported cases of secondary 
transmission, which is defined as the transmission of a lab- 
oratory-acquired infection from one person ro another. The 
meeting participants who have experience in BSL-4 condi- 
tions did not feel that the reporting of accidents is a prob- 
lem. As one participant said, “There isn’t anybody in there 


Btosecurity and Bioterrorism: Biodefense Strategy, Practice, and Science 


180 


chat wants to catch their experiment, for the simple reason 
[they] don’t want to die.” 

The record of laboratory-acquired infections at lower lev- 
els of containment is less dear, but the meeting participants 
thought it was much less laudable. In fact, no one knows 
precisely how many accidents occur at the lower contain- 
ment levels, including diagnostic clinical laboratories, be- 
cause laboratory-acquired infections are generally not severe 
and are not reported. Illnesses may not even be recognized 
as having been acquired in the laboratory. The Select Agent 
Rule requires reponing of infeaions of all selea a^nts, 
whether they occur at BSL-2, -3, or -4 laboratories. How- 
ever, there are many infectious diseases that are not on the 
select agent list, for which there are anecdotes of laboratory- 
acquired infections but few documented reports. 

Research institutions are typically required by NIH 
grants to report any serious accidents or research-acquired 
infections, but there is no regulatory requirement to report 
and no penalty for not reporting. The Occupational Safety 
and Health Administration (OSHA) within the Depart- 
ment of Labor has illness notification requirements,^® but 
the threshold for reporting is considered to be several in- 
fected individuals. The lack of reporting has consequences 
beyond the individual affected laboratory. Unless someone 
chooses to write a scientific paper documenting the inci- 
dent, lessons learned from the experience are generally not 
refleaed in new editions of the BMBL (the biosafety guide- 
book written by NIH and CDQ, so chat procedures can be 
analyzed and future accidents perhaps avoided. 

There are several explanations for the lack of reponing. 
Generally, there is a disincentive to report acquired infections 
and other mishaps at research institutions, because negative 
publicity or the scrutiny from a granting agency may ad- 
versely affect frirure research funding. In addition, when a sci- 
entist acquires an infeaion in rhe laboratory, it is almost al- 
ways his or her fault, and neither the scientist nor the 
laboratory wishes to advertise the mistake. For example, the 
mistake may have resulted from a researcher being inattentive, 
tired, or distracted by other casks; perhaps the worker had 
done the procedure many times before and became inured to 
the risks. Finally, even if reporting were required, once a 
worker gets infeaed and becomes ill, he or she becomes a pa- 
tient — and thus is afforded certain protections and privacy. 

These barriers need to be cleared so biosafety can be en- 
hanced through shared learning from mistakes, and also so 
the public may be reassured that accidents are thoroughly 
examined and contained. One possible analogous mecha- 
nism discussed by meeting participants is the reporting sys- 
tem used for aviation incidents, administered by the Na- 
tional Transportation Safety Board and the Federal 
Aviation Administration Mistakes are analyzed 

and learned from, but they are not attributed to individuals 
(except when mistakes result from criminal actions, such as 
drunkenness). 
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If a similar system were applied to high-containment lab- 
oratories, publicizing the names of those involved would be 
unnecessary; the participants in the meeting agreed that 
personal anonymity would bolster incentives ro report. Par- 
ticipants in the meeting disagreed, however, about whether 
the laboratory’s research institution could remain anony- 
mous as well after an accident or a near-miss. Some felt that 
institutional anonymity may be necessary to get robust re- 
porting (the FAA does not include the names of the airlines 
in their incident reports). As one participant said, “If people 
arc whacked on the head when they report anything going 
wrong, whether it was an honest mistake or an error or a 
piece of equipment ftiling, they will find ways not to re- 
port. ... So the more transparency you have, the fewer 
penalties you must have.” But as another meeting partici- 
pant pointed out, “If I live in Seattle and the [researchers] 
in Seattle that are fooling around with 1918 [influenza] 
constructs start screwing up and dropping things in the lab, 
... to have a national reporting system that doesn’t reflect 
or doesn’t inform anybody in and around Seattle ... is a to- 
tal letdown to the people.” 

Center for Biosecurity Recommendation #3: 

A system should be established by NIH or CDC to 
provide an analysis of mistakes and near-misses in 
high<ontainment laboratories. Institutional anonymity 
may be necessary in order for overall safety goals to 
be achieved; however, procedures need to define 
thresholds and mechanisms for reporting if mistakes 
pose a danger ro the communiry surrounding the 
laboratory. 


Public Engagement 


High-concainment laboratories have become increasingly 
controversial because of highly publicized laboratory errors, 
such as the missteps of Boston University in handling tu- 
laremia infections in three laboratory workers.^^ The issue 
of public engagement was the most important to our meet- 
ing fjarticipants but generated the least consensus regarding 
appropriate actions. 

NIAID has a great deal of information about al! of the 
biodefcn^ laboratories on its website, including a collective 
rationale for why the laboratories are being built.' However, 
engagement with communities where the laboratories are ac- 
tually being built is typically handled by the institution 
proposing die laboratory. Thus, the strategics and outcomes 
of public engagement, as well as the transparency of labora- 
tory operations to the public, have varied considerably. Public 
resistance was experienced during efforts to build facilities in 
Boston, in Davis, California, in Hamilton, Montana, and in 
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Seattle, whereas generally positive support was achieved for 
the Galveston laboratory administered by the University of 
Texas Medical Branch. In the end, both the Davis and Seattle 
facilities were not built, in part due to public opposition. 

Laboratories that have been accepted by rheir communi- 
ties have by and large instituted procedures that not only 
encourage active reporting of problems bur also keep the 
community informed about operations. Studies have been 
written contrasting successes and failures of various high- 
containment laboratories; this work should be expanded, 
learned from, and implemented for all laboratories.^’^^ In- 
dividual laboratories bear final responsibiiiry for thdr rela- 
tionships with their communities, but there should be a 
mote aggressive and proactive federal effort to standardize 
public engagement and transparency of operations and to 
direct funds to this purpose. 

A public engagement program needs to address the concerns 
that have surfeced in siting hIgh-containment laboratories. A 
fundamental error made by some proponents of these labs is to 
conflate all protests against the laboratories as a lack of under- 
standing of science (R. Lofsredt, personal communicarion, July 
1 1, 2006). In the media reports that describe the controversies 
about the labs, a number of specific concerns appear repeatedly; 
People fear that weapons will be worked on in the labs, and that 
the Biological Weapons Convention will be violated; chat dis- 
eases will be released into the public; chat the government could 
nor manage an accident response (as was the case in the after- 
math of Hurricane Katrina); and that the lab would make the 
area a target for terrorism. Some who protest the labs are not 
against the lab per se, but feel chat the location chosen ft>r the 
Ub is unacceptable, or chat the lab would not provide ;obs or 
other benefits to locals, Some feel chat giving more people ac- 
cess to selea agents will lead to an increased chance of acddencs 
or, even worse, an increased risk of terrorism. Each of these is- 
sues needs to be aalvely addressed both by HHS and NIAID 
and by the institution sponsoring the laboratory. 

The larger question of whether these laboratories are jus- 
tified at all also needs to be addressed by focusing on the 
specific roles of individual laboratories and how they fit 
into the overall biodefense strategy. The community that 
surrounds the laboratory should know the strategic impor- 
tance of their laboratory and why its existence is necessary. 
The NSABB, in their charge to provide the HHS Secretary 
with “periodic evaluations of maximum containment bio- 
logical laboratory capacity nationwide and assessments of 
the future needs for increased laboratory capacity,” should 
specifically address the individual role each laboratory 
should play in the overall federal biosecurity strategy.'® 

For many years, there was a clear shortage of biological 
high'containmenr laboratories.^^ Now, after funds have 
been committed and construction has begun, there should 
be greater clarity about whether there is enough capaciiy, 
the right kind of capacity (e.g., sufficient animal iacilicies or 
laboratories that can meet FDA requirements for Good 
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Laboratory Practices), or an excess. Defining the roles of 
specific laboratories in terms of a larger biodefense strategy 
will not only help to justify their existence to their neigh- 
bors and funders; it will also help to design safety programs 
for the laboratories and to ensure that the laboratories are 
doing important, nonduplicative research in the future. 

Center for Biosecurity Recommendation #4: 

Public engagement should be a priority for all labora- 
tories, and federal funds should be made available 
specifically for thar purpose. As part of a proactive 
public engagement program, the need for individual 
high-containment laboratories in the context of the 
overall U.S, biodefense strategy should be dearly ar- 
ticulated to the public by the federal government and 
the laboratories themselves. 
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an effective buffer zone between Plum Island research and farming activities in the rest of the 
country. 

There is no doubt that a release of FMD or swine fever could be devastating to the 
livestock industry in the United States. The 2001 outbreak of FMD in the United Kingdom 
resulted in the destmction of millions of cattle and sheep and cost more than $16 billion. The 
2007 U.K. outbreak was identified and isolated almost immediately, so its economic effects were 
limited. This incident, however, illustrates how easily the disease can spread fiom a government 
research &cility located in a &rming community on the mainland of England. 

We ate concerned that inadequate consideration may have been given to the hazards of 
shutting down the Plum Island PIADC and transferring its operations — and the live virus stored 
there — ^to the interior of the United States. We are also concerned that the direct and indirect 
costs of this proposal may have not have been fully considered. 

To aid in our investigation, please provide the following information and records; 

1. Does USDA agree with the DHS proposal to close the Plum Island PIADC and transfer 
its operations elsewhere? 

2. Please provide copies of ail records, including memoranda, reports, studies, etc., dated 
January 1 , 2002, or later, whether draft or final, discussing whether Plum Island should 
be closed and/or relocated. 

3. Has an assessment been conducted that reviewed the need for the closure, expansion, or 
replacement of the PIADC? If so, please provide a copy. 

4. Plum Island covers some 840 acres of land. If there is a need to expand the PIADC 
fiicilities at Plum Island, is there enough room at Plum Island to accommodate that 
expansion? 

5. Please provide a detailed description of USDA’s role in the planning, construction, and 
operation of the proposed NBAF. 

6. The scientific research conducted at the Plum Island PIADC typically requires hi^ly 
trained professionals. Please provide a list of researchers employed at the PIADC, with 
names omitted, showing the education level, field of expertise, and pay 
grade/corrqiensation rate for each. 

7. Closing the PIADC and transferring its functions to the new NBAF would require the 
transfo* of the current research staff to the new location. Experience at other 
government laboratories shows that a large number of such personnel would be unable 
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or unwilling to relocate, thus causing a substantial loss in expertise and continuity of 
operations. Has USDA estimated the number of researchers who would be likely to 
leiuse a transfer from Plum Island? Please provide copies of any such analysis. 

8. Please provide copies of all records pertaining to the need for and cost of environmental 
cleanup at Plum Island. 

9. How many people are employed by USDA at Plum Island? 

10. Have any outside contractors been involved in proposing, analyzing, or planning the 
closing of the Plum Island PIADC or the establishment of the NBAF? If so, please 
provide their names and roles. 

1 1 . Please provide a description of aU renovations and new construction carried out at Plum 
Island in the past 10 years. Please provide detailed cost data by year for each of the past 
10 years on the cost of such renovations and new construction. 

12. Classical swine fever and African swine fever could be devastating to the swine 
populations of the United States. Yet, apparently, swine fever research at Plum Island 
has been severely curtailed in recent years. Why has swine fever research at Plum 
Island been virtually eli minat ed? Please provide copies of all records since lantiaiy 1, 
1997, regarding the decision to reduce swine fever research at Plum Island. 

13. Has USDA been contacted by members of the agricultural and livestock industries 
regarding the proposal to close Plum Island and transfer FMD and other livestock 
disease research to another facility in the United States? If so, please provide copies of 
all records pertaining to such contacts. 

14. Under Federal law (7 USC 113a), no live virus of foot-and-mouth disease may be 
introduced for any purpose into any part of the mainland of the Ihiited States without 
the express permission of the Secretary of Agriculture, who must find that it is both 
necessary and in the public interest. Has the Secretary granted such permission at any 
time in the last 10 years? If so, please provide a list of all such instances. 

15. Do you intend to grant permission for the transfer of live virus of foot-and-mouth 
disease fiom the PIADC to a new location on the mainland United States, if the PIADC 
is closed? 

16. The PIADC includes a biosafety level 3 (BSL-3) laboratory. Please identify the types 
of research currently being performed in this BSL-3 laboratory and which have been 
performed at any time since January 1, 1997. 
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17. It is our understanding that DHS plans to construct a BSL-4 laboratory as part of the 
new NBAF. In your opinion, is a BSL-4 laboratory needed at either Plum Island or at 
the proposed NBAF to conduct research on plant and animal disease? Please provide 
copies of any analysis that has been performed on this issue. 

Please deliver the requested irrformation and records to the Subconunittee on Oversight 
and Investigatiorts of the Committee on Energy and Commerce, room 316 Ford House OfGce 
Building, no later than the close of business on October 2, 2007. 

In responding to this request, please be advised that the terms “records” and “relating to” 
are defined in the attachment to this letter. 

If you elect to assert a privilege or objection to the production of the foregoing records or 
information, please provide a privilege log folly identifying each record withheld and the legal 
basis asserted for withholding the record fiom a congressional committee of competent 
jurisdiction. 

If you have any questions regarding this request, please contact us or have your staff 
contact John Arlington, Senior Investigative Counsel with the Committee on Energy and 
Commerce staff, at ( 202 ) 226-2424. 


Smcerely, 



Chairman 


Bart Stupak “ 

Chairman 

Subco mmi ttee on Oversight and Investigations 


Attachment 

cc: The Honorable Joe Barton, Ranking Member 

Committee on Energy and Coirunerce 

The Honorable Ed Whitfield, Ranking Member 
Subcommittee on Oversight and Investigations 
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ATTACHMENT 

1. The term “records” is to be construed in the broadest sense and shall mean any writtoi or 
graphic material, however produced or reproduced, of any kind or description, consisting 
of the original and any non-identical copy (whether different fiom the original because of 
notes made on or attached to such copy or otherwise) and drafts and both sides thereof, 
whether printed or recorded electronically or magnetically or stored in any type of data 
bank, including, but not limited to, the following; correspondence, memoranda, records, 
summaries of personal conversations or interviews, minutes or records of meetings or 
conferences, opinions or reports of consultants, projections, statistical statements, drafts, 
contracts, agreements, purchase orders, invoices, confirmations, telegraphs, telexes, 
agendas, books, notes, pamphlets, periodicals, r^orts, studies, evaluations, opinions, 
logs, diaries, desk calendars, ^ointment books, tape recordings, video recordings, e- 
mails, voice mails, computer tapes, or other computer stored matter, magnetic ttqres, 
microfilm, microfiche, punch cards, all otha: records kept by electronic, photographic, or 
mechanical means, charts, photographs, notebooks, drawings, plans, inter-office 
communications, intra-office and intra-depaitmental communications, transcripts, checks 
and canceled checks, bank statements, ledgers, books, records or statements of accounts, 
and papers and things similar to any of the foregoing, however denominated. 

2. The terms “relating,” or “relate” as to any given sul^'ect means anything that constitutes, 
contains, embodies, identifies, deals with, or is in any manner whatsoever pertinent to 
that subject, including but not limited to records concerning the preparation of other 
records. 
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There is no doubt that a release of FMD or swine fever could be devastating to the 
livestock industry in the United States. The 2001 outbreak of FMD in the United Kingdom 
resulted in the destructioii of millions of cattle and sheep, and cost more than $16 billion. The 
2007 U.K. outbreak was identified and isolated almost immediately, so its economic effects were 
limited. It illustrates, however, how easily the disease can spread fcom a government reseanh 
facility located in a fanning community on the mainland of England. 

We are concerned that inadequate consideration may have been given to the hazards of 
shutting down the Plum Island PIADC and transferring its operations — ^and the live virus stored 
there — to the interior of the United States. We are also concerned that the direct and indirect 
costs of this proposal may have not have been fully considered, including the envirorunental 
impact of closing Plum Island and building a new mainland &cility. 

To aid in our investigation, please provide the following information and records; 

1 . Why is DHS considering closing the Plum Island PIADC and transferring its operations 
elsewhere? 

2. Please provide copies of all records, including memoranda, r^rts, studies, etc., dated 
January 1, 2002, or later, whether draft or final, discussing whether Plum Island should 
be closed and/or relocated. 

3. Has an assessment been conducted that reviewed the need for the closure, expansion, or 
replacement of the PIADC? If so, please provide a copy. 

4. Plum Island covers some 840 acres of land. If DHS has concluded that there is a need 
for a larger facility, please explain why 840 acres is not large enough to accommodate 
such expansion. 

5. Please provide an estimate of the costs of each of the following: (a) closing the PIADC; 
(b) transferring PIADC persoimel to a new facility, and (c) constructing the NBAF. 

6. The scientific research conducted at the Plum Island PIADC typically requires highly 
trained professionals. Please provide a list of researchers employed at the PIADC, with 
names omitted, showing the education level, field of expertise, and pay 
grade/compensation rate for each. 

7. Closing the PIADC and transferring its functions to the new NBAF would require the 
transfer of the current research staff to the new location. Experience at other 
Government laboratories shows that a large number of such posoimel would be unable 
or unwilling to relocate, thus causing a substantial loss in expertise and continuity of 
operations. Has DHS estimated the number of researchers who would be likely to 
refuse a transfer ficm Plum Island? Please provide copies of any such analysis. 
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8. Has DHS or any other entity conducted an assessment of the nature and extent of any 
environmental cleanup that would be necessary following the closing of the PIADC? If 
so, what is the estimated cost of such cleanup? 

9. Please provide copies of all records pertaining to the need for and cost of environmental 
cleanly at Plum Island. 

10. How many people are employed at Plum Island? Ofthis number, please identify the 
number employed by DHS, USDA, or other entities. 

1 1 . Have any outside contractors been involved in proposing, analyzing, or planning the 
closing of the Plum Island PIADC or the establishment of the NB AF? If so, please 
provide their names and roles. 

12. Please provide a description of all renovations and new construction carried out at Plum 
Island in the past 1 0 years. Please provide detailed cost data by year for each of the past 
10 years on the cost of such renovations and new construction. 

13. Classical swine fever and Afiican swine fever could be devastating to the swine 
populations of the United States. Yet, apparently, swine fever research at Plum Island 
has been severely curtailed in recent years. Why has swine fever research at Plum 
Island been virtually eliminated? Please provide copies of all records since January 1, 
2002, regarding the decision to reduce swine fever research at Plum Island. 

14. Has DHS been contacted by members of the agricultural and livestock industries 
regarding the proposal to close Plum Island and transfer FMD and other livestock 
disease research to another facility in the United States? If so, please provide copies of 
all records pertaining to such contacts. 

15. The PIADC includes a biosafety level 3 (BSL-3) laboratory. Please identify tire types 
of research currently being performed in this BSL-3 laboratory and which have been 
performed at any time since January 1, 2002. 

1 6. It is our understanding that DHS plans to construct a BS1/-4 laboratory as part of the 
newNBAF. 

a. What specific pathogens does DHS intend to study at this new BSL-4 facility? 

b. Has a needs assessment been conducted for this proposed BSL-4 lab? If so, please 
provide a copy of the assessment. 
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c. Has DHS considered using existing, government-owned BSL-4 laboratories to 
conduct this research? If so, please provide copies of all records discussing this 
alternative. 

d. What is the estimated cost of constructing a new BSL-4 laboratory as part of the 
NBAF? Please provide a copy of the most recent cost estimate. 

Please deliver the requested in&rmation and records to the Subcommittee on Oversight and 
Investigations of the Committee on Energy and Commerce, room 316 Ford House Office 
Building, no later than the close of business on Tuesday, October 2, 2007. 

In responding to this request, please be advised that the terms “records” and “relating to” 
are defined in the attachment to this letter. 

If you elect to assert a privilege or objection to the production of the foregoing records or 
information, please provide a privilege log fiilly identifying each record withheld and the legal 
basis asserted for withholding the record from a congressional committee of competent 
jurisdiction. 

If you have any questions regarding this request, please contact us or have your staff 
contact John Arlington, Senior Investigative Counsel with die Committee on Energy and 
Commerce staff at (202) 226-2424. 



The Honorable Ed Whitfield, Ranking Member 
Subcommittee on Oversight and Investigations 



201 


ATTACHMENT 

1 . The term “records" is to be construed in the broadest sense and shall mean any written or 
graphic material, however produced or reproduced, of any kind or description, consisting 
of the original and any non-identical copy (whether different fiom the original because of 
notes made on or attached to such copy or otherwise) and drafts and both sides thereof, 
whether printed or recorded electronically or magnetically or stored in any type of data 
bank, including, but not limited to, the following: correspondence, memoranda, records, 
siunmaries of personal conversations or interviews, minutes or records of meetings or 
conferaices, opinions or reports of consultants, projections, statistical statements, drafts, 
contracts, ^rcCTients, purchase orders, invoices, confirmations, telegr^hs, telexes, 
agoodas, books, notes, pamphlets, periodicals, reports, studio evaluations, opinions, 
logs, diaries, desk calendars, r^pointment books, tape recordings, video recordings, e- 
maUs, voice mails, computer tapes, or other computer stored matter, magnetic t^es, 
microfilm, microfiche, punch cards, all other records kept by electronic, photographic, or 
mechanical means, charts, photographs, notebooks, drawings, plans, inter-office 
communications, intra-office and intra-dqsartmental communications, transcripts, checks 
and canceled checks, bank statements, ledgers, books, records or statements of accounts, 
and p^ets and things similar to any of the foregoing, however denominated. 

2. The terms “relating,” or “relate” as to any given sulqect means anythii^ that constitutes, 
contains, embodies, identifies, deals with, or is in any manner whatsoevo' pertinent to 
that subject, including but not limited to records concerning the pr^aration of othra' 
records. 
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Defra, UK - Foot and Mouth Disease - Information Page 


http://footandinouth.csI.gov.u 


defixr 


Animal Health and Welfare; FMD Data Archive 

Homepage | Contact Defra ( About Defra f News i Access to information { Links | Search | Site A-Z 


Homepage > Foot and Mouth Disease 


Introduction 


During the course of the Foot and Mouth Outbreak 2001 MAFF and then Its successor Department 
Defra created large volumes of data on every conceivable element of the outbreak. Mindful of the 
fact from very early on in April 2001 that the outbreak was going to be of enormous consequence 
to the UK, the staff of the Joint Co-ordination Centre in London took the decision to make sure that 
ail possibie data sources were captured and protected as the outbreak progressed. The quality of 
the data from the early stages of the outbreak was less than perfect and although much time and 
effort has been expended In checking and verifying data and going back to original sources we 
would not claim by any means that the data set had been brought to a perfect state. But, that fact 
does not deny its value as the most completely documented major outbreak of animal disease to 
date. 

For the first time ever for a major epidemic we have most of the salient data available in electronic 
form. This dataset Is available to any bona-fide researcher world-wide who is prepared to observe 
modest confidentiality conditions. 

Some elements of the data have no data protection implications and these are presented for public 
consumption. The elements show in graphical form how the epidemic progressed and regressed 
and how the numbers of animals destroyed accumulated on a county by county basis. 

In the deeper archive, for the academic researcher, all the data elements that we collected are 
accessible and we provide a managed service to make access to large data sets by means of FTP 
or CD ROM possible. 

In making this data available we meet the stated wish of both the Royal Society Report and the 
Lessons Learned Inquiry. Both asked that the data be made available so that scientists and others 
charged with managing animal disease could use the information to advantage in understanding 
major epidemics and all the elements that form part of disease control. 

The Report from the Royal Society shows clearty the major impact that the FMD 2001 epidemic 
had on the UK: 

"That outbreak was the worst experienced by Britain since proper reccnls began and Involved 
2030 cases spread across the country. Some 6 million animals were culed (4.9 million sheep, 0.7 
million cattle and 0.4 million pigs), which resulted In losses of some £3.1 billion to agriculture and 
the food chain. Some £2.5 billion was paid by the Government in compensation for slaughtered 
animals and payments for disposal and clean up costs. About 4 million of the animals were culled 
as part of disease control (1 .3 million on infected premises, 1 .5 millon on farms defined as 
dangerous contacts not contiguous with the Infected premises, and 1 .2 million on cont'^uous 
premises, many of which were also defined as dangerous contacts). The others died under various 
types of 'welfare cull'. At one stage. It was suggested that in addition to the six million animals 
mentioned above there could have been up to 4 million further young aiimals killed 'at foot' (I.e. 
slaughtered but not counted). Defra believe that these estimates of additional 'at fooL animals are, 
however, likely to be high, because at least some of these young animals were included in their 
original figures. The foot-and-mouth outbreak had serious consequences upon tourism-in both dty 
and country-and other rural Industries." (The Royal Society - Infectbus Diseases in Livestock, 
2002 .) 
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Billions for Biodefense: Federal Agency Biodefense 
Funding, FY2006-FY2007 

CLARENCE LAM. CRYSTAL FRANCO, and ARI SCHULER 


Since 2001, the United States government has spent substantia] resources on preparing the nation 
against a bioterrorist attack. Earlier articles in this series analyzed the civilian biodefense funding by 
the federal government ft’om fiscal years 2001 through 2006. This article updates those figures with 
budgeted amounts for fiscal year 2007, specifically analyzing the budgets and allocations for biode- 
fense at the Department of Health and Human Services, the Department of Homeland Security, the 
Department of Agriculture, the Environmental Protection Agency, the Department of State, and the 
National Science Foundation. 


F ederal funding for civilian biodefense increased by 
$112 million in the President’s FY2007 budget, for a 
total request of $5.24 billion (Table 1). Excluding 
BioShield funds made available in FY2(X)4 and FY2005, 
the FY2007 budget request continues a trend of incre- 
mental increases in civilian biodefense funding since 
FY2CK)1 (Bgure 1). The President’s FY2007 budget re- 
quest includes funding increases for most of tfae agencies 
involved in bicKlefense, with the largest increase being al- 
located to the Department of Health and Human Services 
(HHS) for programs such as the Strategic National 
Stockpile (SNS), biodefense research, and countermea- 
sure development. HHS is the chief recipient of the pro- 
posed federal biodefense monies, with 82% of the 
FY2(X)7 proposed funds going to this agency (Figure 2) 
and 73% of biwlefense-related funds since FY2001 ^g- 
ure 3). Funding increases also have been requested for 
the Department of Agriculture (USDA), the Environmen- 
tal Protection Agency ^PA), and the Department of 
State. The most significant decrease in bicKlefense fund- 
ing is proposed for the Department of Homeland Security 
(DHS), and a smaller budget cut is proposed for the Na- 
tional Science Foundation (NSF). 


METHODS AND SOURCES 

Tracking expenditures in civilian biodefense poses a 
number of challenges; some of these are inherent in 
tracking govenunent expenditures in general, while other 
issues are specific to civilian biodefense. It was first nec- 
essary to determine what was actually spent as opposed 
to what was budgeted or appropriated. Typically, in a 
budget cycle, actual numbers are available for the prior 
year, with funding estimates available for the current 
year, and the President’s budget request available for tfae 
upcoming year. In this article, unless otherwise noted, 
FY200I-PT2(X)5 amounts are based on actual numbers, 
FY2006 amounts are estimated, and FY2007 numbers 
represent the President’s budget request. 

Finding accurate and up-to-date sources of information 
is another challenge. Departmental “Budget in Brief’ 
documents were analyzed when available, but these re- 
ports often do not separate out civilian bicKiefense efforts, 
or they may include only partial infonnation. Entire 
agency or departmental budgets also were examined, yet 
this was not always an effective method, as civilian 
biodefoise expenditures could be contained within 


Garence Lam and Crystal Franco are Analysts at the Center for Biosecurity of the University of Pittsburgh Medical Center, Bal- 
timore, Maryland. Ari Schuler, MS, manages business development for Raydiance, Inc., Washington, DC. 
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Table 1. U.S. Government Civilian Biodefense Pounding, FY2001~FY2007 (in Smiluons) 



FY2001 

(actual) 

FY2002 

(actual) 

Fy2(X)3 

(actual) 

FY2004 

(actual) 

FY2005 

(actual) 

FY2006 

(estimate) 

FY2007 

(budget) 

Total 

Department of Health 
and Human Services 

271.0 

2.940.0 

3,986.0 

3,700.0 

4,153.0 

4,085.0 

4,253.0 

23,388.0 

Department of Homeland 
Security^’*’’® 



418.6 

1,704.3 

2,946.2 

554.3 

374.2 

5,997.6 

Department of Agriculture'* 

— 

— 

200.0 

109.0 

298,0 

253.0 

322.0 

1,182.0 

Environmental Protection 
Agency 

20.0 

187.2 

132.9 

118.7 

97.4 

129.1 

184.0 

869.4 

Department of State 

3.8 

70.9 

67.2 

67.1 

67.2 

71.1 

111 

425.0 

National Science Foundation 

0.0 

9.0 

31.3 

31.0 

31.0 

31.3 

25.0 

158.5 

Total USG Civilian 
Bii^efense Funding 

294.8 

3,207.1 

4,836.0 

5,730.1 

7,592.8 

5,123.8 

5,235.9 

32,020.4 

Department of Defense' 

135.0 

526.0 

161.7 

274.8 

263.7 

— 

— 

1,361.2 

Spent through FY2006 

Spent through FY2006 + 
FY2007 Budget 

26.784.5 

32,020.4 









•The Department of Homeland Security (DHS) was created in Fy2003. 

^DHS was unable to provide complete data. Accordingly, some items are missing. See Table 3. 

^DHS FY2004 and FY2005 budgets include one-time ^vanced appropriations for Project BioShield of $890 mil- 
lion and $2.5 billion, respectively, obligated for use through FY2013. 

^FY2(K)1-FY2002 numbers not available due to budget methods used by USDA. 

•Exact numbers unavailable due to inability of press office to provide information and lack of clear and complete 
published information. E)oD is no longer counted in the total due to incomplete information. 

Sources: USDA Budget; USDA Press Office; USDA Budget Office; Office of Plans and Systems, Office of the 
Secretary Media Public Affairs, Department of Defense; Congressional Budget Office; AAAS Repnt on FY2007 Re- 
search and Development in DoD; EtoD RDT&E Defense-Wide Budget; £PA Budgets in Brief and Congressional Jus- 
tifications, FY2002-FY2007; HHS Budget Office; HHS Press Office; HHS Budgets in Brief FY2006-FY2007; DHS 
Budget; DHS Press Office; DHS FY2006 Congressional Justification (page 6); 0MB Budget Appendix; DHS Pro- 
gram Officials; DHS FY2006 Appropriations Bill (H.R. 2360), Public Law 109-62; U.S. Department of State Public 
Communication Division; U.S. Department of State Budget in Brief FY2007; NSF Office of Legislative & Public Af- 
fairs, NSF Program Directors. 


broader line items. Ultimately, when further information 
was deemed necessary, data were acquired by contacting 
the public affairs and budget offices of every agency 
listed in the report. This methodology was based on the 
principle that the numbers from the respective budget of- 
fices would be the most accurate and current, as these 
were the same numbers then assigned to the program of- 
fices responsible for executing programs within the 
agency. 

It should be noted that budget line items are not neces- 
sarily indicative of size or location of programs. Many 
programs may be consolidated unda one line item (such 
as DHS's Science & Technology), or a program may 
have many components (such as BioShield, which is ad- 
ministered by HHS with guidance from DHS). In other 
cases, work may be done by one department and reim- 


bursed by another: For example, work done by the 
Agency for Healthcare Research and Quality (AHRQ) 
has been reimbursed by the Health Resources and Ser- 
vices Administration (HRSA) and the Office of State and 
Local Preparedness Office of the Assistant Secretary for 
Public Health Emergency Preparedness of HHS. 

A challenge for this and the previous years’ articles*’* 
was to distinguish which items should bt considered 
civilian biodefense and which should not. (fere, civilian 
biodefense funding includes programs, research, and ad- 
ministrative costs that prevent or mitigate bioterrorism’s 
effects on civilians. Federal budgets for programs in- 
tended for the general prevention and mitigation of 
weapons of mass destruction (WMD), such as “chemical, 
biological, radiological, and nuclear countomeasures” 
(e.g., some EPA detection items and BioShield), do not 
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figure i . Civilian Biodefense Funding by Fiscal Year, FY2001-FY2007 (in miluons) 


distinguish how much of the program is specifically tar* 
geted at civilian biodefense, so they were Included in 
their entirety as a practical measure. Multiple application 
programs (e.g,. HHS’s Medical Reserve Corps or DHS’s 
National Disaster Medical System) that provide a sub- 
stantial benefit in responding to an incident of civilian 
bioterrorism were included in their entirety. Physical se- 
curity upgrades and other infrastructure protection also 
were included, but it should be noted that these upgrades 
cover both laboratory and general security (such as office 
buildings). This overall methodology led to some overes- 
timation of biodefense funding, becaase it is likely that 
some of those funds will be spent on non-biodefense pro- 
grams. 

Programs that are not specifically directed at bioterror 
agents (e.g., tlie N^onal Institute of Health’s nuclear/ra- 
diological medical countermeasures or pandemic flu 
programs) were not included. Also not included were 
programs that include a small, undefined biological com- 
ponent (such as many of the DHS Preparedness Direc- 
torate’s “All Hazards” grants and training), as well as 
routine surveillance that docs not focus s^ifically on 
civilian biodefense but may play a role in such detection 
(such as the Department of Agriculture’s Food Safety 
and Inspection Service, which focuses on chemical con- 
tamination and neural microbial contamin^ion). 

'fhe Department of Defense (DoD) has a large base of 


research in chemical and biological coimtetmeasures for 
warfighter protection. However, because of the focus on 
the warfighter and not the civilian, these numbers were 
excluded from this article. Some products, such as pro- 
tective gear and detectors, do not have civilian mass mar- 
ket applications, so these DoD programs are not defined 
as civilian biodefense in this article. Some DoD research 
has direct civilian benefit, but because the majority of 
these funds are primarily military in application, these 
lines were excluded from calculation of total DoD expen- 
ditures. 

Finally, there are two items of importance that should 
be noted in this year’s update to earlier "Billions for 
Biodefense” aticles.'’* The first is the absence of DoD 
data for both FY2006 and FY2007 and die exclusion of 
DoD numbers from the overall civilian biodefense fund- 
ing totals (Table 1). The DoD figures were separated 
from the calculated totals in this edition of "Billions for 
Biodefense” for the following reasons: 

• Officials in the DoD’s Office of the Secretary' had dif- 
ficulty distinguishing between military and civilian 
biodefense programs within their ovm budget. 

• The authors were unable to distinguish civilian biode- 
fense programs from military biodefense using DoD 
Budget Justification materials.^ 

• Some programs identified for previous “Billions for 
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Environmental ProtecOon 
Agency 
$184.0 (4%) 


Department of Agncuiiure_^ 
$322.0 (6%) 


Department of Homeland 
Security 
$374.2 (7%) 


Department of State 
$77.7 (1%) 



National Science Foundation 
$25.0 {<1%) 


A 


ft’ 



Department of Health and 
Human Services 
$4,253.0 (32%) 


Figure 2. Proposed Civilian Biodefense Funding by Agency, FY2007 (in millions) 


Biodefense” articles^’* could not be found in the 
FY2006 or FY2007 budget documents and could not 
be provided by DoD. 

• It was unclear what percentage of funding was being 
directed to biodefense versus chemical defense. 

The second major change was the documenting of ad- 
ditional DHS biodefense efforts that were not included in 
last year’s article. We have revised the totals from last 
year’s article, and DHS efforts from FY2001-FY2007 
(including the President’s budget request) total $6 billion 
from the data that is available. 


CIVILIAN BIODEFENSE FUNDING 
BY FEDERAL AGENCY 

Department of HeaUk md Human Services 

For FY2(X)7, the President’s budget for HHS leque^s 
an increase of $168 million, or alxiut 3.95%, a total of 
$4,253 billion. Most of the money requested fOT HHS is 
provided to programs and agencies within the Nation^ 
Institutes of Health (NIH) and the Centers for Disea% 
Control and Prevention (CDC) (Figure 4). Most of the 


HHS line item values, with a few exceptions, are coinpa- 
rable to their FY2006 amounts (Table 2). 

The President has requested that NIH create a $160 
million fund within the Office of the Director for a pro- 
gram devoted to the advanced development of biode- 
fense countermeasures identified as likely targets for po- 
tential acquisition by Project BioShield. Finding for Ais 
program for FY2007 will be allocated as a subset of the 
Biodefense Research money request. Although $50 mil- 
lion was included within the National Institute of Allergy 
and Infectious Disease (NIAID) biodefense research base 
to fund similar activities in FY2006, it was not desig- 
nated as a separate fund. This FY2007 advanced counter- 
measure development fund represents an increase of 
$110 million for such activities and is the largest increase 
in HHS biodefense-related funds for FY2007.^ 

The Strategic National Stockpile is slated to receive a 
budg^ increase of $68 million, for a total of $593 mil- 
lion. Of this, $79 million will be used to continue funding 
a “Federal Mass Casualty Initiative” for the piirch^e of 
portable hospital treatment unite that are existed to be 
used to expand hospital surge capacity in a mass casualty 
enrergcncy such as a bioterroiist attack. This represents 
an increase of $29 million in FY2007 over die $50 mil- 
lion that was appropriated in FY2006. 
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Environmental Protection 

Agency — 

$869.4 (3%) 

Department of Agricu!ture_ 
$1,182.0(4%) 


Department of State 
$425.0 (1%) 


• ^ 


National Science Foundation 
$158.5 (<1%) 


Department of Homeland 
Securfty 
$5,997.6 (19%) 




' i '| • I* ' f 


Department of Health and 
Human Services 
$23,388.0 (73%) 


Figube 3. Cumulative Civilian Biodefense Funding by Agency, FY2001~FY2007 (in miluons) 


Finally, CDC has a proposed cut of $31 million, or 
about 23%, for its Biosurveillance Initiative, which is in- 
tended to strengthen surveillance, containment, and out- 
break response measures. According to IIHS budget doc- 
uments, this reduction will be partially offset by FY2007 
pandemic influenza emergency funds designated to sup- 
port the Biosurveiilance Initiative.'^ 

Department of Homeland Security 

For FY2007, the President’s budget for DHS proposes 
a decrease of $180 million, or about 31%, for a total of 
$374.2 million (Table 3). This sum represents an esti- 
mate of the total amount of biodefense funds requested 
for DHS, since precise figures for its BioSurveillance 
program could not be obtained. 

The FY2007 budget decrease is primarily due to a one- 
time emergency supplemental in FY2006 providing addi- 
tional funds to the National Disaster Medical System 
(NDMS) for deployment during the response to Hurri- 
cane Katrina. NDMS was originally appropriated $34 
million for FV'2(X}6^ but received $1(X) miLtion in addi- 
tional appropriations through an emergency suf^lemen- 
tal,^ signed on September 8, 2005, to provide disaster re- 
lief funds for use as authorized by the Public Health 
Security and Bioteriorism Preparedness and Response 
Act of 2002. 


The Office of the Chief Medical Officer was created 
in July 2005 to serve as the department’s chief liaison 
to other federal agencies in coordinating overall efforts 
to prevent and respond to a biological terrorist attack.® 
Located within the newly restructured Prep^dness 
Directorate, it is proposed to have a budget of $3 mil- 
lion. 

The Metropolitan Medical Response System (MMRS), 
a program also within the Preparedness Directorate, is in- 
tended to augment and improve emergency preparedness 
systems in order to increase the effectiveness of first re- 
sponders to a public health emergency ’ It is not funded 
in the proposed FY2007 budget, resulting in a reduction 
of $30 millitm. The President’s past FY2005 and FY2006 
bud^t proposals also failed to request funding for 
MMRS after the program rated poorly in the Office of 
Management and Budget’s annual program assess- 
Congressional appropriators disapproved^^^^ 
of the ptogT^’s elimination by declaring it a ‘Vital sys- 
and subsequently reinstated $30 million to 
MMRS for each fiscal year.^^ 

The Science and Technology Directorate budget h^ 
a proposed reduction of $39 million, or about 10%, as a 
result of a decrease in funds for biological countermea- 
sures. The Directorate’s Fy2007 request of $337 mil- 
lion includes $23 million for planning, designing, and 
developing a National Bio and Agrodefense Facility to 
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NEWSFOCUS 


t n n 1 iCi! u 'iHiu! tonmg anywhere 
(i .1 i M.'iV Ili.'v I 6 

'NuiTii siii'r.si'ls i.n* expertsare 

sihiuEmsK'- ii BSL-'3 labs, 

1 1 V ih^ M nii^ iTiK ,il (hcxc Ia6s arc not as 
s>i n -nns' ('t these pathogens — 

viSh ih.. V \s\pln’H of ^ \RS, ri\wn influeiuta, 
hid ] '1 ^ Rill m neir \v.rv commumcable, 
i'Ki I'l niv . i,o v ici itics asiJ other treatments 
h. . iiLibL' Nihiost says nileUious disease 
modeler ira Loiiaini ot thEi University of 
ish!r;,ioii Seattle, ‘the sesuit could be □ 
is. id ..1 of jSLs and maslx, dcaihs." Another 
cxccDtion is fool-aiKl-raouth discEise. which 
(locsn ! snicct humans but is extremeiv conta- 
L’KKis among animals; tiie escape m the United 
kinsriom. which has been lied to an tiuldaied 
cSTiiicnt ireatnicni system, would l>e unlikely 
to occur at more modern facilities in the 
Uniled Stales. Richniond says. 

Peters worries that the “hy.stcria and witch 
hunting’' by people like Hammond of the 
Siinsiiine Project is compromising safety by 
making lab workers worry that reporting 
potential exposures will get them fired. “Peo- 
ple can't be terrified to report ” agrees Jean 
Patterson of the Southwest Foundation for 
Biomedical .Rc,searc[i in San Antonio, lexas. 
which rurisaBSL-4 lab. 

Safety check 

So how can hiosafety be impiwed? One pro- 
posal is an anony!noii.s, mandatory aborting 
.system for all laboratory accidents. Such a 
system would enable labs to learn from one 
another’s mistakes, as do the data compiled 
on aviation ijc.cident.s by the National 'Ihms- 
port^aticn Safety Board, says Gigi Kwik 
Gronvall of the Center for Biosecurity of the 
University of Pittsburgh Medical Center in 
Baiiimore, Maryland, who co-authored a 
paper describing this proposal earlier this 
year iti Bioxecurily and Biatarrorism. “Other 
industries have gone through this,” .says 
Cjronvall, The system would also capture lab 
exposures to pathogens not. on the sclcct- 
agent li.st, .such as HIV and tubercuk>.sis, 
Reporiing tlicse to NIH or C’DCr is not manda- 
tory, Riitgcn?’s Ebright noLc.s. 

But some microhioiogi,st,s caution that 
reportable incidents should be well-defined, 
lest the sy,stcm become glutted with minor 
mishap.s., (.Peters cites UTMB’s recent deci- 
sion to i'clea.se, at a comrnuritty group's 
request, a list of its 17 near-rausscs in the past 
5 years.) Also important. say.s hiosafety con- 
sultant VV. Emmett Barkiey of Bcthe.sd3, 
Maryland, reports should include not just 
bare facts but ana!>'si.s, as CDC mnv pnnides 
for selected lab accidents in its Morbidily and 
Mortalin- Weekly Report. 


A more radical i<ka is to require that BSL-3 
and BSL-4 labs be licensed by the federal gov- 
ernment. This would mean that all these labs, 
not just those working on select agents, would 
be inspected and they would be required to 
follow' the same operating procedures. One 
supporter of this proposal, biosecurity expert 
Anthony Deila-Porta of Geelong, Australia, 
says the problem now is that BMBL offers 
only general guidance. Others, such as 
Baricley, say instibitions need flexibility, espe- 
cially the many BSL-3 labs that don’t do 
biodefraise work. 


There's one fact that nobody disputes: 
The ri.sk of accidents in biosafety labs goes 
up with the number of workers. For that 
reason, watchdog group.s and even some 
biodefensc researchers iament the lack of 
analysis on whether all of the six planned 
BSI.-4 and two dozen new BSL-3 bio- 
defensc lab.s are actually necessary to pro- 
tect the nation from bioterrorism (sec map). 
Say.s Gronvall: “is there too much (bio- 
defense research]? Without seeing the plan 
of action, it's hard to say.” 

-lOCELYN KAISER 


ECOLOGY 

Setting the Forest Alight | 

To validate satellite data for carbon-emissions modeling, researchers this summer ^ 
torched a jack-pine forest in Canada and tried to ignite a stand of larch in Siberia S 

O 


KOOINSK, RUSSIA — In July. ^ temperatures 
soared during a heat wave in ea.stem Siberia, 
score.s of large fires flared through the 
region’s dense pine forests. For 500 kilo- 
meters along the Amur River northwest of 
Lake Baikal, thick smoke blanketed the 
wilderness. Officials with Russia’s famous 
airborne forest fire fitting service, .Aviale- 
sookhrana, were tracking the wildfires 
at an airbase here in Kodinsk, a small city 
on the Amur. They 
were tense. To them 
it seemed bir-arre 
that a team of inter- 
national scientists 
had received permi.s- 
sion to burn a patch 
of nearby forest. 

.Even with every local 
helicopter and plane 
conscripted to serve 
their firefighting 
crews, millions of 
dollars’ worth of 
timber was going up 
in smoke in wildfires. 

“It's not as though we 
don't have enough to 
worry about already,” 
mused Oleg Mityagirt, the overta.Ked local 
Aviaiesookhrana bo^. “We’re in no position 
to help them if they lose control.” 

Sixty kilometers to the wch at the expeii- 
mentai site, of Rt^an, American, and 

Ciutadian researctere hoped to set a test fire 
that would thoroughly biun a hectere-sized 
patch of larch forest, Siberia’s dominant 
conifer. Their aim was to quantify carbon 


emissions from fires in hu'cit forests across 
Siberia, now inadequately documented, 
according to Douglas McR,ae, a forest-fire 
researcher with the Canadian .R>rest Service. 
McRae has been conducting experimental 
burns in Canada and Russia since 1999 as 
part of project FIRE .BEA..R (Fire Effects in the 
Boreal Eurasia Regioti), a researcii program 
aimed at stutlying forest- fire behavior, eco- 
logical effects, emissions, carbon cycling, mid 

remote sensing. g 

Conceived in 1997, g 
.FIRE BEAR brings ^ 
researchers from the •§ 
U.S, Department of § 
Agriculture (USDA) | 
Forest Service and o 
the Canadian Forest ^ 
Serv:iee toget her with 
colleagues at the 
Siberian b.ranch of 
the Russia.ii Academy 
of Sciences’ (RAS’s) 

V N. Sukachev Insti- 
tute in .K.rastioyar.sk. 

As the group’s pre- 
vious studies have 
shown, extreme for- 
est fires are grow- 
ing more frequent in Siberia. And some 
models predict that climate change will 
bring dramatic wanning — and more for- 
est destruction — in eastern Sibeii,a and „ 
other northern regions, fhe experiinen- a 
tal burn, fhe FIRE BEAR team hoped, s 
would yield direct observations to | 
buttress satclliSc data and fill gaps irt S 
the models. S 



Safe distance. Douglas McRae checks out a gap in 
a pine forest during an experimental burn in 
Ontario, Canada. 
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Mishaadlng of Germs on Rise at US Labs 


By LARRY MARGASAK 
Associated Pres-. Wrtcr 



WASHINGTON (AP) -- American laboratories handling the world's deadliest germs and 
toxins have experienced more than 100 accidents and missing shipments since 2003, and 
the manber is increasing as more labs do the work. 

No one died, and regulators said the public was never at risk during these incidents. But 
the documented cases reflect poorly on procedures and oversight at high-security labs, 
some of which work with organisms and poisons that can cause illnesses with no cure. In 
some cases, labs have failed to report accidents as required by law. 

The mishaps include workers bitten or scratched by infected animals, skin cuts, needle 
sticks and more, according to a review by The Associated Press of confidential reports 
submitted to federal regulators. They describe accidents involving anthrax, bird flu virus, 
monkeypox and plague-causing bacteria at 44 labs in 24 states. More than two-dozen 
incidents were still under investigation. 

The number of accidents has risen steadily. Through August, the most recent period 
covered in the reports obtained by the AP, labs reported 36 accidents and lost shipments 
during 2007 - nearly double the number reported during all of 2004. 

Likewise, the number of labs approved by the government to handle the deadliest 
substances has nearly doubled to 409 since 2004, and there are now 15 of the highest- 
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security labs. Labs are routinely inspected by federal regulators just once every three 
years, but accidents trigger interim inspections. 

In a new report by congressional investigators, the Government Accountability Office 
said little is known about labs that aren't federally funded or don't work with any of 72 
dangerous substances the government monitors most closely. 

"No single federal agency ... has the mission to track the overall number of these labs in 
the United States," said the GAO's report, expected to be released later this week. 
"Consequently, no agency is responsible for determining the risks associated with the 
proliferation of these labs." 

The House Energy and Commerce investigations subcommittee plans hearings Thursday 
on the issue. The lab incidents have sparked bipartisan concern. 

"It may be only a matter of time before our nation has a public health incident with 
potentially catastrophic results," said Rep. Bart Stupak, D-Mich., the panel's chairman. 

The subcommittee's senior Republican, Ed Whitfield of Kentucky, added; "Currently, 
there is a hodgepodge system of federal oversight regulating the ... laboratories 
responsible for researching the deadliest germs and diseases. At Thursdays hearing, I 
expect to probe witnesses about how to improve oversight of these laboratories in a post 
9-11 world." 

Lab accidents have affected the outside world; Britain's health and safety agency 
concluded there was a "strong probability" a leaking pipe at a British lab manufacturing 
vaccines for foot-and-mouth disease was the source of an outbreak of the illness in 
livestock earlier this year. Britain was forced to suspend exports of livestock, meat and 
milk products and destroy livestock. The disease does not infect humans. 

Accidents aren't the only concern. While medical experts consider it unlikely that a lab 
employee will become sick and infect others, these labs have strict rules to prevent 
anyone from stealing organisms or toxins and using them for bioterrorism. 

The reports were so sensitive the Bush administration refrised to release them under the 
Freedom of Information Act, citing an anti-bioterrorism law aimed at preventing 
terrorists from locating stockpiles of poisons and learning who handles them. 

Among the previously undisclosed accidents; 

-In Rockville, Md., ferret No. 992, inoculated with bird flu virus, bit a technician at 
Bioqual Inc. on the right thumb in July. The worker was placed on home quarantine for 
five days and directed to wear a mask to protect others. 

-An Oklahoma State University lab in Stillwater in December could not account for a 
dead mouse inoculated with bacteria that causes joint pain, weakness, lymph node 



250 


swelling and pneumonia. The rodent - one of 30 to be incinerated - was never found, but 
the lab said an employee "must have forgotten to remove the dead mouse from the cage" 
before the cage was sterilized. 

-In Albuquerque, N.M., an employee at the Lovelace Respiratory Research Institute was 
bitten on the left hand by an infected monkey in September 2006. The animal was ill 
from an infection of bacteria that causes plague. "When the gloves were removed, the 
skin appeared to be broken in 2 or 3 places," the report said. The worker was referred to a 
doctor, but nothing more was disclosed. 

-In Fort ColUns, Colo., a worker at a federal Centers for Disease Control and Prevention 
facility found, in January 2004, three broken vials of Russian spring-summer encephalitis 
virus. Wearing only a laboratory coat and gloves, he used tweezers to remove broken 
glass and moved the materials to a special container. The virus, a potential bio-warfare 
agent, could cause brain inflaimnation and is supposed to be handled in a lab requiring 
pressure suits that resemble space suits. The report did not say whether the worker 
became ill. 

Other reports describe leaks of contaminated waste, dropped containers with cultures of 
bacteria and viruses, and defective seals on airtight containers. Some recount missing or 
lost shipments, including plague bacteria that was supposed to be deUvered to the Armed 
Forces Institute of Pathology in 2003. The wayward plague shipment was discovered 
eventually in Belgium and incinerated safely. 

The reports must be submitted to regulators whenever a lab suffers a theft, loss or release 
of any of 72 substances known as "select agents" - a government list of germs and toxins 
that represent the horror stories of the world's worst medical tragedies for humans and 
animals. 

A senior CDC official. Dr. Richard Besser, said his agency is committed to ensuring that 
U.S. labs are safe and that all such incidents are disclosed to the government. He said he 
was unaware of any risk to the public resulting from infections among workers at the 
high-sectirity labs, but he acknowledged that regulators are worried about accidents that 
could go unreported. 

"If you're asking if it's possible for someone to not report an infection, and have it missed, 
that clearly is a concern that we have," Besser said. 

Texas A&M's laboratory failed to report, until this year, one case of a lab worker's 
infection from Brucella bacteria last year and three others' previous infection with Q 
fever - missteps documented in news reports earlier this year. The illnesses are 
characterized by high fevers and flu-like symptoms that sometimes cause more serious 
complications. 

"The major problems at Texas A&M went undetected and unreported, and we don't think 
that it was an isolated event," critic Edward Hammond said. He runs the Sunshine 
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Project, which has tracked incidents at other labs for years and first revealed the Texas 
A&M illnesses that the school failed to report. 

Rules for working in the labs are tough and are getting more restrictive as the bio-safety 
levels rise. The highest is Level 4, where labs study substances that pose a "high risk of 
life-threatening disease for which no vaccine or therapy is available." Besides wearing 
wear fiill-body, air-supplied suits, workers undergo extensive background checks and 
carry special identification cards. 

"The risk that a killer agent could be set loose in the general population is real," 
Hammond said. 

In other lab accidents recounted in the reports, the Public Health Research Institute in 
Newark, N.J., was investigated by the FBI in 2005 when it couldn't account for three of 
24 mice infected with plague bacteria. The lab and the CDC concluded the mice were 
cannibalized by other plague-infested mice or buried under bedding when the cage was 
sterilized with high temperatures. 

The lab's director. Dr. David Perlin, told the AP it would be impossible for mice to 
escape from the building and said a worker failed to record their deaths. 

"I feel 99 percent comfortable that was the case," Perlin said. "The animals become badly 
cannibalized. You only see bits and pieces. They're in cages with shredded newspaper. 
You really have to search hard with gloves and masks." 

A worker at the Army's biological facility in Fort Detrick, Md., was grazed by a needle in 
February 2004 and exposed to the deadly Ebola virus after a mouse kicked a syringe. She 
was placed in an isolation ward called "The Slammer," but the Army said she did not 
become ill. 

In other previously undisclosed accidents : 

In Decatur, Ga., a worker at the Georgia Public Health Laboratory bandied a Brucella 
culture in April 2004 without high-level precautions. She became feverish months later 
and tested positive for exposure at a hospital emergency room in My. She eventually 
returned to work. The lab's confidential report defended her; "The technologist is a good 
laboratorian and has good technique." 

In April this year at the Lovelace facility in Albuquerque, an African green monkey 
infected intentionally with plague-causing bacteria reached with its free hand and 
scratched at a Velcro restraining strap, cutting into the gloved hand of a lab worker. The 
injured worker at the Lovelace Respiratory Research Institute received medical treatment, 
including an antibiotic. 

The National Animal Disease Center in Ames, Iowa, reported leaks of contaminated 
waste three times in November and December 2006. While one worker was preparing a 
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pipe for repairs, he cut his middle finger, possibly exposing him to Brucella, according to 
the confidential reports. 

A researcher at the CDC's lab in Fort Collins, Colo., dropped two containers on the floor 
last November, including one with plague bacteria. 

A worker at Walter Reed Army Institute of Research-Naval Medical Research Center in 
Silver Spring, Md., sliced through two pair of gloves while handling a rat carcass infected 
with plague bacteria. The May 2005 report said she was sent to an emergency room, 
which released her and asked her to return for a follow-up visit. 

© 2007 The Associated Press. All rights reserved. This material may not be published, 
broadcast, rewritten or redistributed. 
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A MSNBC.com 


U.S. labs mishandling deadly germs 

Number of accidents involving anthrax, other toxins increasing, review finds 

The Associated Press 

Updated: 10:39 a.m. ET Oct 2. 2007 

WASHINGTON - American laboratories handling the world's deadliest germs and toxins have experienced more than 
100 accidents and missing shipments since 2003, and the number is increasing steadily as more labs across the 
country are approved to do the work. 

No one died, and regulators said the public was never at risk during these Incidents. But the documented cases 
reflect pooriy on procedures and oversight at high-security labs, some of which work with organisms and poisons so 
dangerous that illnesses they cause have no cure. In some ca^s, labs have failed to report accidents as required 
by law. 

The mishaps include workers bitten or scratched by infected animals, skin cuts, needle sticks and more, according 
to a review by The Associated Press of confidential reports submitted to federal regulators. They describe accidents 
involving anthrax, bird flu virus, monkeypox and plague-causing bacteria at 44 labs in 24 states. More than 
two-dozen inddents were still under investigation. 

The number of accidents has risen steadily. Through August, the most recent period covered in the reports 
obtained by the AP, labs reported 36 accidents and lost shipments during 2007 — nearly double the number 
reported during all of 2004. 

Risk to public health 

Research iabs have worked for years to find cures and treatments for diseases. However, the expansion of the lab 
network has been dramatic since President Bush announced an upgrade of the nation's bio-warfare defense 
program five years ago. The National Institute of Allergy and Infectious Diseases, which funds much of the lab 
research and construction, was spending spent about $41 million on bio-defense labs in 2001. By last year, the 
spending had risen to $1.6 billion. 

The number of labs approved by the government to handle the deadliest substances has nearly doubled to 409 
since 2004. Labs are routinely Inspected by federal regulators just once every three years, but accidents trigger 
interim inspections. 

"It may be only a matter of time before our nation has a public health incident with potentially catastrophic 
results," said Rep. Bart Stupak, O-Mich., chairman of the House Energy and Commerce investigations 
subcommittee. Stupak's panel has been investigating the lab Incidents and will conduct a hearing Thursday. 

Lab accidents have affected the outside world; Britain's health and safety agency concluded there was a "strong 
probability' a leaking pipe at a British lab manufacturing vaednes for foot-and-mouth disease was the source of an 
outbreak of the illness in livestock earlier this year. Britain was forced to suspend exports of livestock, meat and 
milk products and destroy livestock. The disease does not Intect humans. 

Bioterrorism concerns 

Accidents aren't the only concern. While medical experts consider it unlikely that a lab employee will become sick 
and infect others, these labs have strict rules to prevent anyone fiom stealing organisms or toxins and using them 
for bioterrorism. 

The reports were so sensitive the Bush administration refused to release them under the Freedom of Information 
Act, citing an anti-bioterrorism law aimed at preventing terrorists from locating stockpiles of poisons and learning 
who handies them. 

Among the previously undisclosed accidents: 

• In Rockviile, Md., ferret No. 992, inoculated with bird flu virus, bit a technician at Bioqual Inc. on the right thumb 
in July. The worker was placed on home quarantine for five days and directed to wear a mask to protect others. 

• An Oklahoma State University iab In Stillwater in December could not account for a dead mouse inoculated with 
bacteria that causes joint pain, weakness, lymph node swelling and pneumonia. The rodent — one of 30 to be 
incinerated — was never found, but the tab said an employee "must have forgotten to remove the dead mouse 
from the cage' before the cage was sterilized. 

• In Albuquerque, N.M., an employee at the Lovelace Respiratory Research Institute was bitten on the left hand by 
an infected monkey in September 2006. The animal was ill fiom an infection of bacteria that causes plague. "When 
the gloves were removed, the skin appeared to be broken in 2 or 3 places,' the report said. The worker was 
referred to a doctor, but nothing more was disclosed. 
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• In Fort Collins, Colo., a worker at a federal Centers for Disease Control and Prevention facility found, in January 
2004, three broken vials of Russian spring-summer encephalitis virus. Wearing only a laboratory coat and gloves, 
he used tweezers to remove broken glass and moved the materials to a special container. The virus, a potential 
blo-warfare agent, could cause brain inflammation and Is supposed to be handled in a lab requiring pressure suits 
that resemble space suits. The report did not say whether the worker became ill. 

Other reports describe leaks of contaminated waste, dropped containers with cultures of bacteria and viruses, and 
defective seals on airtight containers. Some recount missing or lost shipments, including plague bacteria that was 
supposed to be delivered to the Armed Forces Institute of Pathology in 2003. The wayward shipment was 
discovered eventually in Belgium and incinerated safely. 

The reports must be submitted to regulators wher^ever a lab suffers a theft, loss or release of any of 72 substances 
known as "select agents" — a government list of germs and toxins that represent the horror stories of the world's 
worst medical tragedies for humans and animals. 

A senior CDC official. Or. Richard Besser, said his agency is committed to ensuring that U.S. labs are safe and that 
ail sudi incidents are disclosed to the government. He said he was unaware of any risk to the public resulting from 
infections among workers at the high-security labs, but he acknowledged that regulators are worried about 
accidents that could go unreported. 

"If you're asking if it's possible for someone to not report an infection, and have it missed, that dearly is a concern 
that we have," Besser said. 

Texas A&M's laboratory failed to report, until this year, one case of a lab worker's infection from Brucella bacteria 
last year and three others' previous infection with Q fever — missteps documented In news reports earlier this year. 
The illnesses are characterized by high fevers and flu-like symptoms that sometimes cause more serious 
complications. 

"The major problems at Texas A&M went undetected and unreported, and we don't think that it was an Isolated 
event," critic Edward Hammond said. He runs the Sunshine Project, which has tracked incidents at other labs for 
years and first revealed the Texas A&M illnesses that the school failed to report. 

Rules for working in the labs are tough and are getting more restrictive as the bio-safety levels rise. The highest is 
Level 4, where labs study substances that pose a "high risk of life-threatening disease for which no vaccine or 
therapy is available." Besides wearing full-body, air-supplied suits, workers undergo extensive background checks 
and carry special identification cards. 

"The risk that a killer agent could be set loose In the general population Is real," Hammond said. 

In other lab accidents recounted in the reports, the Public Health Research Institute in Newark, N.J,, was 
investigated by the FBI in 2005 when it couldn't account for three of 24 mice Infected with plague bacteria. The lab 
and the CDC concluded the mice were cannibalized by other plague-infested mice or buried under bedding when 
the cage was sterilized with high temperatures. 

The lab's director, Dr. David Periin, toid the AP It would be impossible for mice to escape from the building and said 
a worker failed to record their deaths. 

"I feel 99 percent comfortable that was the case," Periin said. "The animals become badly cannibalized. You only 
see bits and pieces. They're in cages with shredded newspaper. You really have to search hard with gloves and 
masks," 

A worker at the Army's biological facility in Fort Detrick, Md., was grazed by a needle in February 2004 and 
exposed to the deadly Ebola virus after a mouse kicked a s^'nge. She was placed in an isolation ward called "The 
Slammer," but the Army said she did not become ill. 

In other previously undisclosed accidents; 

In Decatur, Ga., a worker at the Georgia Public Health Laboratory handled a Brucella culture in April 2004 without 
high-level precautions. She became feverish months later and tested positive for exposure at a hospital emergency 
room in July. She eventually returned to work. The lab's confidential report defended her: "The technologist is a 
good iaboratorian and has good technique." 

In April this year at the Loveless facility in Albuquerque, an Afrian green monkey infected Intentionally with 
plague-causing bacteria reached with Its free hand and scratdied at a Velcro restraining strap, cutting into the 
gloved hand of a lab worker. The injured worker at the Lovelace Respiratory Research Institute received medical 
treatment. Including an antibiotic. 

The National Animal Disease Center in Ames, Iowa, reported teaks of contaminated waste three times in November 
and December 2006. While one worker was preparing a pipe for repairs, he cut his middle Hnger, possibly exposing 
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him to Brucella, according to the confidential reports. 

A researcher at the CDC's lab in Fort Coilins, Goto., dropped two containers on the floor last November, including 
one with plague bacteria. 

A worker at Walter Reed Army Institute of Research-Naval Medical Research Center in Silver Spring, Md., sliced 
through two pair of gloves while handling a rat carcass infected with plague bacteria. The May 2005 report said she 
was sent to an emergency room, which released her and asked her to return for a follow-up visit. 

© 2007 The Associated Press. All rights reserved. This material may not be published, broadcast, rewritten or 
redistributed. 
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CDiigren prebes I«Im' tvm&OivB 9f germ: Ai CXtC, other UA fhcHMee work with dea^ teidnsr Inddenlt raiM 
cencenM about safaty ma a au ree. 


Staff and wire reports 
1,299 words 
3 October 2007 
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A1 

English 

Copyright Cc) 2007 The Atlanta Jeurnat-CoMtltution, AN Rights Reserved 

Ongresslond Investigators, worried tfiet a rwh to buKd more Uotenorlsbs is pitting the iftibOc at rbk, are scrutinizing more 
than 100 rqwrted accid en ts and incidents at taboratortes stnea 2003. 

But as more labs experiment on soine of the world's deadliest germs, iRde Is known about tMr act l vftlea and there Is no federal 
a^ncy respondMe ftw ex an dning tha potential dsigcrs of the current bidldli^ boom, acconflng to a draft report by the 
Government AocmnCaWety Office, the investigative arm of Congress. 




*WhM8 the researdi conducted at these labe is certainty vduable, we must make sure that It doa not pose a risk to the puMc 
heakh," aid Rap. 3ohn iMnaeB. chalnnan of the Houm Energy vrd Commerce Committee, which wNi hold a hearing Tfwrsday. 


MBsalLCD-MIdr.) saM the oommtttae hts found there hi Ottia Irdbrmation even about the number of lebe opereked In the U^., 
1eC alone whether they are safely run. Several receit Mgh-proflie I ndd an ls have drawn bipartisan concern, as hare ptans for 
several new federally funded blolabs. The UnhrersRy of Ge^la ki Athens Is one of fire Hnallsts for a mefor new fedeel mlmal 
disease lab allad the National Bio and AanHOedensB fadlRy. 


Thursday's hearing will explore, among reher tidigs, the hourtong power outage this summer that shut down key safety foatures 
at the Cerdere tor DIaeese Gorffrot and Prcv<mtian*3 new hkpi'Cantainment lab buOdIng on dnon Road. It also wfll look at CDCs 
rule as oie agency tiwt owsees some of the natkm's 


*n>e Issues of safoty and security are paramount,* said Or. Richard Besser, dhector of CDCs terrorism division. Besaar, who b 
scheduled to teUry Thursday, said he'll talk with the pane! sbout tha CDCs foterest to formb« an indspandent group to review 
the aareett system for o v erseei ng labs. 

Such a panel tfiould indude memb ers of the public as wefl as sdcrTtfits, he nM. *Iti8 reelly ottcel ttist the fHibnc have a 
volca ... in terms of feeing oomforfoMe their eommunmes are sefo.* 


lots more labs 


At the committee's request, the COC prevlded information on more than 100 lab Inciderts bmMng certain Woterrer agents that 
had been reported to the from 2003 through Augtot. 


Noorw died, and regutators said the pubRc was nerer at risk during the inddares. But tha cases refled poorly on procedures and 
oversight at Mgh-securlty fobs, mwe of which work vrtth organisms and poisons that can cause Ninesses with no cure, in some 
CMes, labs hare MM bo report eeddents as required by law. 


The mishaps Indude workare bitten or soratched by tofedad anlmeii, skin cuts, needle fticks wid more, according bo a review of 
conMentiet reports bo federal rogulafori. TTm aoddenls Invofred anthrax, Mrd Ifu virus, mordceypox and plague-causing bscbsrls 
at 44 tabs in 24 states. 


The nunfoerof accid en ts has rben steKlIly. Through August, tabs reported 36 acdddits and tod sMpments during 2007 •— 
nearly double tha number reported rhiilng all of 2004. 

Likewise, the number of fobs approved to handle tite desUlest substances hss nearly douUed to 409 since 2004, and there are 
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now 15 of the higtest>5ecuritr labr. Federal regdatora inspect labs Just once evety three yews, but accidents trigger biterim 
In^aedtons. 


CDC irfruais note the lab [nddent tfst (Miovfded to Co/^raes ody covers r^rted cases invdving specMc bloterror ^ents. CDC 
has five incidents on the list It prevlded to Congress, but has more thm 33 other potenti a l bifecttous disease lab incidents 
since January 2006 invoMng other germs. There also Is the potential fin- Mm to not report btddents, CDC offldals sakt. 


IM) acddents have affected the outside world: Britain's health aiul safety agerrcy concluded there was a "strong pratablitty" a 
leaking pipe at a British lab maiHifeeturktg vaofnes for foo^and-mouth disease was the souroeofan outbreak of the fitness in 
flvestodc eeriter thb year. Brit^ sua^Msded exports of Bvestodc, meat and milk products and destroyed U v estod c. The disease 
does not Infcct humans. 


Piai^e and bird Ru 


Acddents aren't the only concern. WNte medicel erperts oomUer It unlBcdy that a leb employee vdU become sick and infect 
ethers, these lets have strict ndes to preverrt theft of organisms or toxins. 


Among the previously undlsefosed soddents: 


In Decatur, a worker at the Georgia ArbHc He^ Laboratory handled a BniccOa culture In Aprtt 2004 wttheiA hfgh-level 
precautions. She became feverish months later, tested positive for exposure, (hen was suooessfUliy tieeM rmtibiotlcs. 
azriieth Pranko, the lab's cBiector, raid the unfdentiried sempla had bemi sent horn s tmefrital seeking help diagnosing a side 
patlerTt As a result of the infection, the lab now lakes greater precautions when handling urfienovmorrbl^ simples, the said. * 


In flododHe, Hd., fteret No. 992, Inoculeted with Mrd flu virus, bit a technician at Bioqual Inc. on the right thumb in July* The 
worker wee queranurted for five days artd dkectad te wear e mede to protect oChera. 


AnOUehoma State U ni vers i ty In DccendMr could not account fora dead mouae inoculeted with baetmia that causes Joint pain, 
weakness^ fymph node sw^l^ end pneumonia. The Mr seld an employee "must have forgotten to remove the deed mouse 
from ttw cage* before the cege wes sterIRzed. 


in ABMiguerqua, N.N., an employee at the Lovalaoe Respiratory Reseerch institute was bitten by an irtfected monkey In 
September 2006. The Mimal was lit from en IrdecOon bacte^ that causae iriajpic. "Whan the giavea were renove d , the sUn 
appeared to be broken in 2 or 3 places," ttM re po rt said. TTie worker was l efe ir ed to a doctor, but nothing move was disdosed. 


In FOft QfiBns, Colo., a worker at a CDC lab was conducting an Inventory d a sangile freenr when he found three broken vials 
of Russian ^ng-eummer enoephaOnt virue 2004. Wewtng only a laboretory coat and gloves, he used twee ter s to remove 
broken glam and moved the materials to a spectaJ oontelner. The virus, a pcitenMal falo-warfore agent, could cause brain 
Inflammation and Is supposed to be handled In a lab requiring piesnae suits that resemble space suits. Dr. Q»sy Chosewood, 
CDCt safety cHrectar, said the worker never became fil and that the agency wasn't aware the sample wa In the freezer untR the 
Inddent. 


Otfwr reports describe leeks of eontemlneted waste, dropped eonteinere with cultures of bacterie and vtnnes, and defective 
seeb on abtight eenteiners. Some recount mtabig or loet s hb rne nts, Irwludlng plague bactwla that was supposed to be 
deflvwed to the Armed Forces Institute of Pethologv In 2003. The wayward plague shipment wes (fiscovered eventually ki 
Bdghim and Indneratsd safely. 


Rules for working In the labs we tough end are getting more restrictive. The Mghete is Level 4, where Mrs study substances that 
pose a Mgh risk of Ufe-threatereng dlseeae for wMch no iracctoe ertherapy Is ivafiaMe. Besides wearing lUH-body, air-siqtpttad 
suits, workers undergo extensive background <9recla and carry spedal ID cards. 


The Ask that e Utter agent oocM be eet loose fn the generU population Is real,” said Edward Hammond, rriio runs the Sunshine 
Project which has tracked kKklente at other labs for years. 


Attante JournU-Core^tubon staff writer Alison Young contributed to this ertkle. 
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KIM WRLY SMITH / Staff CDCs new Emerging Infectious OFseaee Lab lost Rs power for an hour this summer, rtfsUg eonewiM 
about Its safety Mid bericup. The CDC has since upgraded the fselBty. 
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Los Angeles Times 

October 3, 2007 Wednesday 
Home Edition 

Research into potent bioagents increases the risk; 

Hundreds of universities and labs have joined the study of 
toxic microbes. Since 2003, there have been 111 accidents. 

BYLINE: JIa-Rui Chong, Times Staff Writer 
SECTION: MAIN NEWS; National Desk; Part A; Pg. 1 
LENGTH: 1434 words 

The researcher at Texas ASM University had never been trained to handle Brucella, a bacterium 
included on the government's select list of potential bloweapon microbes. 

Her work was In a different type of bacteria, but when asked to help dean a chamber that had 
been used to create an aerosol version of Brucella, she leaned Inside and wiped it down. 

The bacteria entered her body through her eyes. Investigators later surmised. She was Infected 
for more than a month behrre doctors diagnosed her with brucellosis and put her on a regimen of 
strong antibiotics. 

The incident last year was part of a snull but urraettllng number of laboratory accidents that has 
followed a boom in research funding after the Sept. 11, 2001, terrorist attacks and the still- 
unsolved anthrax mailings that came a week later. 

The burst of money has spread biodefense work to hundreds of university and research 
laboratories. In some cases, the labs have been ill-prepared to work on the exotic microbes. 

'Universities aren't set up to handle these programs,' said Edward Hamrrorxl, U.S. director of the 
Sunshlrw Project, a nonprofit group In Austin, Texas, that tracks Inftormatlon on biological 
weapons research. 'I think we ma^ a serious mistake putting 400 labs, thousands of people In 
the U.S., in the driver's seat behind biological weapons.' 

All told, there have been 111 cases Involving potential loss of bloagents or human exposure 
reported since 2003 to the national Centers for Disease Control and Prevention or the U.S. 
Department of Agricullute. 

The Incidents Indude the potential exposure of 12 laboratory workers to live anthrax bacteria 
after an incorrect sample was sent to Children's Hospital Oakland Research Institute in 2004, the 
Infection of three researchers at Boston University In 2004 after they mistakenly handled a 
sample of live tularemia bacteria, and the disappearance of a mouse infected with Q fever at 
Texas A&M in 2006. 

Federal officials say that the overall number of incidents is small, and they emphasize that no one 
has died — and that no one beyorxt laboratory workers has been Infected. 

'If you're looking at the total amount of work In these labs, It strikes me that 100 Incidents is 
very low,' said Dr, Richard E. Besser, director of the CDC's Coordinating Office for Terrorism 
Preparedness and Emergency Response. 'Full Investigations were done, and none of the events 
were thought to put the public at risk.* 
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But Richard Ebilght, a microbiologist at Rutgers University who has been monitoring blodefense 
safety Issues, said that given the potential danger of the materials, the number of accidents is. In 
some ways. Immaterial. 

IVventy-Rve incidents per year does not represent a good record,' he said. 'It only takes one 
Incident in which a highly transmissible agent Is introduced into a human population to produce a 
catastrophic loss.* 


Following the money 

Before 2001, experts say much of blodefense research took place In government laboratories, 
such as the U.S. Army Medical Research Institute of Infectious Dteeases at Ft, Detrick In 
Maryland. There, scientists In foil-body suits worked in containment laboratories developing 
vaccines for some of the world's most hideous diseases, such as Ebola, Marburg hemorrhagic 
fover, anthrax, smallpox, tularemia and Lassa fever. 

Then, everything changed. A week after the Sept. 11 attacks, letters containing anthrax spores 
began appearing around the country. Five people died and 17 others were infected. 

The Incident prompted Congress to dramatically Irvirease blodefense funding. Research money 
from the National Institute of Allergy and Infectious Diseases, which administers a major por^n 
of blodefense funding, has grown from $187 million In 2002 to $1.6 billion In 2006. 

Scientists followed the money. The CDC now counts about 14,000 researchers registered to work 
with so-called 'select agents.' 

Blodefense experts were worried from the beginning about the expansion. 

Increasing the number of laboratories Increased the chances of an accident, experts said. Ebright 
said that the expansion also raised the problem of spreading the deadly knowl^e of bloagents 
to potential terrorists. 

Some of the early fears have not materialized. For example, there have been im> confirmed thefts 
or losses of bioagents. 


'We're In a much better place now than we were four years ago,' the CDC's Besser said. 'Now we 
have really strong requirements about who Is allowed to work with these agents and what kinds 
of safety and security are In place.' 


In 2002, new federal rules required blodefense researchers to register their labs with the CDC or 
USDA to work with the agents, and pass a Department of Justice background chedc They were 
also required to devise safety plans and report accidents to the government. 

Still, concerns linger that the rules are Inadequate. Congress has begun investigating the Issue, 
arxl a hearing in Washington Is scheduled for Thursday. 




There are no clear rfiles about training, ability or the orientation of the lab to handle these 
matters,' $8l3'Rep. John D. DInsell (D-MIch.), chairman or the House Energy and Commerce 
^Bfnmttcae. — • 


'There are bills for funding and for research, yet nobody knows what regulation there Is, how the 
regulations work and whether they are safe,' he said. There is a culture of secrecy.' 

The results of government inspections have not been etxxxjraglng, A 2006 report by the Inspector 
general of the Department of Health and Human Services found 11 out of 15 universities did not 
foinil all the federal requirements. Several universities kept sloppy Inventory records, and 
Inspectors could not ktentHy wim was gaining acc^ to the pathogens, according to the report 
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Institutions working on animal and plant pathogens did worse. None of the 10 Institutions 
described In a 2006 report by the USDA Inspector general met all standards. Many had not 
updated their lists of people with access to the pathogens and had ^lled to fully train their stafb. 

Potential fbr disaster 

Many of the accidents have been relatively mundane. Most would be small events If not for the 
danger of the agents Involved. 

In May, a researcher at the University of Texas Health Science Center at Houston was working 
with anthrax In a centrlhige. When the machine began clanking, the researcher opened the cover 
and saw liquid spilled inside. 

She and three others In a nearby room tested negative for anthrax, and no spores were found In 
the lab, university officials said. 

°It was a rookie mistake,' said Robert Emery, assistant vice president for safety, health, 
environment and risk management at UT Houston. 'We exist to teach people to treat and prevent 
disease. Part of that is a lack of knowledge about technique and learning It.' 

Among the most serious incidents were the Infections of three researchers at Boston university In 
2004. They thought they were working on an Inactivated vaccine strain of the bacterium 
Franciselia tularensis, but actually were handling a virulent form that had been mistakenly sent by 
another laboratory. 

The researchers ail recovered, but It took months for doctors to diagnose their potentially fatal 
disease because its symptoms — coughs, fever, headaches — are common. 

The Brucella case at Texas ABM turned out to be only the beginning of the university's troubles. 
When the COC began Investigating In April ~ a year after the incident — the university disclosed 
that three lab workers had blood tests In 2006 showing hlgher-than-normal levels of antlb^les 
for Q fever, a disease caused by the bacterium Coxlella burnetii. 

The researchers never showed any symptoms, so the university thought it did rxrt have to report 
the cases, the university's Interim president Eddie }. Davis told reporters in July. 

The CDC found other problems, and on Aug. 31 suspended all work with select agents at the 
university, the hist and only suspension Issued by the agency. 

Despite the punishment, Hammond, of the Sunshine Project, said the case was another example 
of how the blodefense program had grown too fest and too large for the government to 
adequately manage. 

The system 'Is not really working,' he said. The explosion of blodefense programs Is creating 
dangers.' 

Dr. Alan Barbour, a UC Irvine professor who directs a federally funded regional center for 
blodefense and emerging diseases, said national training standards must be adopted for 
Uoagents. 

'I'm a physician, and Tm used to dealing with people In the hospital,* Barbour said. 'If you make 
a mistake, someone could die. I think some people are not used to handling things that way. 
They're going to have to learn.' 
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WASHINGTON -- U.S. laboratories handling the world's deadliest germs format, 
and toxins have experienced more than 1 00 accidents and missing ' ® 

shipments since 2003, and the number is increasing as more labs do the 
work. 


No deaths have been reported as a result of the incident, and the mishaps never put the public at risk, 
regulatoi^ said. But the documented cases reflect poorly on procedures and oversight at high-security 
labs, some of which work with organisms and poisons that can cause illnesses with no cure. In some 
cases, labs have failed to report accidents as required by law. 

The mishaps include workers' being bitten or scratched by infected animals, skin cuts, needle sticks and 
more, according to a review by the Associated Press of confidential reports submitted to federal 
regulators. They describe accidents involving anthrax, bird-flu virus, monkey pox and plague-causing 
bacteria at 44 labs in 24 states. More than two dozen incidents were still under investigation. 

The number of accidents has risen steadily. Through August, the most recent period covered in the 
reports obtained by the AF, labs reported 36 accidrats and lost shipments this year nearly double the 
number reported during all of 2004. 

At the same time, the number of labs approved by the government to handle the deadliest substances has 
nearly doubled to 409 since 2004, and 15 are of the highest security level. Labs are routinely inspected by 
federal regulators just once every three years, but accidents trigger interim inspections. 

In a new report by congressional investigators, the Government Accountability Office said little is known 
about labs ^at aren't federally funded or don't work with any of 72 dangerous substances the govenunent 
monitors most closely. 

"No single federal agency... has the mission to track flie overall number of these labs in the United 
States," said the GAO report, expected to be released this week. "Consequently, no agency is responsible 
for determining the risks associated with the proliferation of these labs." 

The House Energy and Commerce mvestigations subcommittee plans hearings on the issue tomorrow. 
The lab incidents have sparked bipartisan concern. 

"It may be only a matter of time before our nation has a public-health incident with potentially 
catastrophic results," said Rep. Bart Stupak (D., Mich.), the panel's chairman. 
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The subcommittee’s senior Republican, Ed Whitfield of Kentucky, said: “Currently, there is a 
hodgepodge system of federal oversight regulating the...laboratories responsible for researching the 
deadliest germs and diseases.... I expect to probe witnesses about how to improve oversight of these 
laboratories in a post-9/11 world." 

Lab accidents have affected other countries, too. 

The United Kingdom's health and safety agency concluded there was a "strong probability" a leaking 
pipe at a U.K. lab manufacturing vaccines for foot-and-mouth disease was die source of an outbreak of 
the illness in livestock earlier this year. Britain was forced to suspend exports of livestock, meat and milk 
products and destroy livestock. The disease doesn't infect humans. 

Accidents aren't the only concern. While medical experts consider it unlikely that a lab employee will 
become sick and infect others, these labs have strict rules to prevent anyone from stealing organisms or 
toxins and using them for bioterrorism. 

The reports were so sensitive the Bush administration refused to release them under the Freedom of 
Information Act, citing an antibioteiTorism law aimed at preventing terrorists fiom locating stockpiles of 
poisons and learning who handles them. 

Among the previously undisclosed accidents: 

In Rockville, Md., ferret No. 992, inoculated with bird-flu virus, bit a technician at Bioqual Inc. on the 
thumb in July. The worker was placed on home quarantine for five days and directed to wear a mask to 
protect others. 

An Oklahoma State University lab in Stillwater in December couldn't account for a dead mouse 
inoculated with bacteria that causes joint pain, weakness, lymph-node swelling and pneumonia. Hie 
rodent - one of 30 to be incinerated - was never foimd, but the lab said an employee "must have 
forgotten to remove the dead mouse from the cage" before the cage was sterilized. 

In Albuquerque, N.M., an employee at the Lovelace Respiratory Research Institute was bitten on the 
hand by an infected monkey in September 2006. The animal was ill from an infection of bacteria that 
causes plague. "When the gloves were removed, the skin appeared to be broken in two or tioree places," 
the report said. The worker was referred to a doctor, but nothing more was disclosed. 

In Fort Collins, Colo., a workw at a federal Centers for Disease Control and Prevention facility found, in 
January 2004, three broken vials of Russian spring-summer encephalitis virus. Wearing only a laboratoiy 
coat and gloves, he used tweezers to remove broken glass and moved the materials to a special container. 
The virus, a potential bio-warfare agent, could cause brain inflammation and is supposed to be handled in 
a lab requiring pressure suits that resemble space suits. The report didn't say whether the worker became 
ill. 

Other reports describe leaks of contaminated waste, dropped containers with cultures of bacteria and 
viruses and defective seals on airtight containers. Some recount missing or lost shipments, including 
plague bacteria that was supposed to be delivered to the Armed Forces Institute of Pathology in 2003. 
The wayward plague shipment was discovered eventually in Belgium and incinerated safely. 

The reports must be submitted to regulators whenever a lab suffers a theft, loss or release of any of 72 
subst^ces known as "select agents" — a government list of germs and toxins that represent the horror 
stories of the world's worst medical tragedies for humans and animals. 
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A senior CDC official, Richard Besser, said his agency is committed to ensuring that U.S. labs are safe 
and that all such incidents are disclosed to the government. He said he was unaware of any risk to the 
public resulting from infections among workers at die high-security labs, but he acknowledged that 
regulators are worried about accidents that could go unreported. 

"If you're asking if it’s possible for someone to not report an infection, and have it missed, diat clearly is a 
concern that we have," Dr. Besser said. 
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